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SUBJECT: Peer Review of Guidance on Assessing Quality Systems (EPA QA/G-3)

FROM: Nancy W. Wentworth /s/ Nancy W. Wentworth
Director, Qudity Staff (2811R)

TO: Peer Review Pand

Attached isthe January 2002, Peer Review Draft of Guidance on Assessing Quality Systems
(EPA QA/G-3). Thistechnica guidance was developed by EPA to asss thoseinvolved in
assessments of quaity systems to meet requirements provided in EPA Requirements for Quality
Management Plans (EPA QA/R-2) and EPA Manual 5360 Al and to gain vaue from the process. It
discusses both internal and externa assessments of EPA’ s quality system and of the quaity systems of
those performing work for and with EPA.. It does not address certification of quality or environmenta
management systems, as conferred by the International Standards Organization (1SO) or others.

This Peer Review verson of the guidance incorporates sgnificant revisonsto the initia
annotated outline (dated July 2000) and draft (dated January 2001), including converson to Plain
English and the addition of examples for using the graded gpproach.

You are asked to review al aspects of the document for relevance, usefulness, and overdl
adequacy as guidance for conducting and participating in assessments of qudity sysems. Your overdl
review is most appreciated, as well as your comments on the following questions.

1. Does the document begin with a clear indication of what it aims to address and how it
would benefit the reader?

2. Isit clear that thisis a guidance document? The document attempts to avoid being
prescriptive, but rather to describe a method to assess a variety of issues depending on
the nature of the quality system and its implementation gtatus. Isthis the right message,
and isit communicated effectively? (We are still working with the Office of Generd
Counsd on language to make it clear that thisis guidance and provides no judicidly
reviewablerights.)



6.

2

The document discusses planning the assessment activity, sdecting aspects of the
quality system to assess, and executing the assessment. Does it strike the right baance
between them in terms of relaive emphasis and leve of detail?

Are the examples hdpful in demongtrating the application of the graded gpproach?

In your experience with other types of management or related assessments that may be
performed on or by an organization, does this guidance reflect practices that are
expected to be encountered, and that are exemplary of best practices?

Ovedl, how useful will this guidance be for its intended audience?

Please fed free to offer comments and suggestions that go beyond this charge, as you seefit.

To meet EPA’ s schedule for publishing this document, it isimportant for usto receive your
comments by March 15, 2002. Please send written comments to:

Pet Lafornara

Qudlity Staff (MS-104)

U.S. EPA

2890 Woodbridge Avenue

Edison, NJ 08837-3679

Phone: (732) 906-6988

Fax: (732) 321-6640

E-mail: lafornara.patricia@epa.gov

Thank you for your time and efforts. | look forward to your contribution.
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FOREWORD

U.S. Environmenta Protection Agency (EPA) policy requires al EPA organizations supporting
intramura environmenta programs and dl non-EPA organizations performing work funded by EPA
through extramurd agreements to participate in an Agency-wide qudity sysem. A qudity sysemisthe
means by which an organization manages the quality aspects of its operations in a systematic, organized
manner. The purpose of an assessment of a quality system isto determine the adequacy and
effectiveness of the quaity system being applied to environmenta data operations, to report the findings
to senior management, and to coordinate any necessary revision of the quality system based on the
findings of the assessment.

This document provides guidance to EPA program managers and assessment teams. It does
not impose legdly binding requirements and may not apply to a particular Stuation based on the
circumstances. EPA retains the discretion to adopt approaches on a case-by-case basis that differ
from this guidance where gppropriate. EPA may periodicaly revise this guidance without public notice.

This document isonein the U.S. Environmental Protection Agency Quality System Series
documents. These documents describe the EPA policies and procedures for planning, implementing,
and assessing the effectiveness of aqudity sysem. Questions regarding this document or othersin the
Quality System Series should be directed to the Qudity Staff at:

U.S. EPA

Quality Staff (2811R)

1200 Pennsylvania Avenue, NW
Washington, DC 20460

Phone: (202) 564-6830

Fax: (202) 565-2441

emall: quaity@epagov

Copies of the EPA Quality System Series documents may be obtained from the Qudity Staff or by
downloading them from the Quaity Staff Home Page:

http://mww.epa.gov/qudity
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CHAPTER 1
ASSESSMENTSIN THE QUALITY SYSTEM
1.1  QUALITY SYSTEM CONTEXT

A qudity system is a structured and documented management system describing the palicies,
objectives, principles, organizationd authority, responsibilities, accountability, and implementation plan
of an organization for ensuring quality in itswork processes, products, and services. It providesthe
framework for planning, implementing, documenting, and assessing the work performed by the
organization and for carrying out qudity assurance (QA) and qudity control (QC) activities.

Since 1979, EPA poalicy has required participation in an Agency-wide qudity system by dl
EPA organizations (i.e., offices, regions, nationd centers, and laboratories) supporting intramural
environmenta programs and by non-EPA organizations performing work funded by EPA through
extramura agreements. EPA’ s qudity system operates under the authority of EPA Order 5360.1 A2
(EPA, 200014) Policy and Program Requirements for the Mandatory Agency-wide Quality
System, EPA Manua 5360 A1 (EPA, 2000b) Requirements for implementing the Order in EPA
organiztions are given in EPA Quality Manual for Environmental Programs  Requirements for
extramura organizations are given in 40 Code of Federal Regulations (CFR) 30, 31, 35, and 48 CFR
46, and EPA Requirements for Quality Management Plans (EPA QA/R-2) (EPA, 2001). Figure 1
illugtrates EPA’s qudity system. All EPA QA poalicies and requirements documents are available at

http:/AMww.epagov/qudity.

EPA basesits quality system on Specifications and Guidelines for Quality Systems for
Environmental Data Collection and Environmental Technology Programs (ANSI/ASQC E4-
1994), which was developed by the American National Standards Ingtitute (ANSI) and the American
Society for Quality (ASQ). EPA qudity system requirements are based on these specifications, soit is
not necessary to consult the ANSI/ASQC specifications to comply with EPA requirements.
Extramura quality systems that demongtrate compliance with the ANSI/ASQC specifications for
qudlity systems are dso in compliance with EPA policy.!

Every EPA organization or extramura organization performing work funded by EPA is required
to document its qudity system in an gpproved Quaity Management Plan (QMP) (through interna
Agency orders or Federd regulations listed above). The qudity of environmentd data is known when
al seps associated with its generation are documented and when such documentation is verifiable and

'Chapter 6, References and Supplemental Reading, list documents from ASQ and the International
Organization for Standardization (1SO), which may be helpful to the reader.
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defensble. Because Agency decisons rely on the qudity of environmental deata, it isimperative that the
effectiveness of the quality systems that support the collection and use of environmenta data be
periodically assessed.

Section 7.a(3) of the EPA Order 5360.1 A2requires the Agency Senior Management Officia
for Qudlity to perform periodic management assessments of al EPA organizations, and Section 6.a(4)
requires EPA organizations to perform assessments of the effectiveness of their quality system at least
annualy. EPA regulations governing extramura agreements addressed in 48 CFR 46 and 40 CFR 30,
31, and 35 require the assessment of extramura organizations by EPA.

Extramurd organizations, which include financid assstance agreement recipients, cooperative
agreement recipients, contractors, and grantees (States, tribal governments, Loca governments,
univergties, contractors, etc.), are dso required to conduct periodic interna assessments of their own
quaity systems. An extramural organization's assessment processis described in its Quality
Management Plan. Additionaly, assessments play an important role in the continuous improvement
process.

EPA Qudity Management Plan requirements apply to grants and enforcement agreements,
decrees, and orders. For enforcement agreements, the authority to assessis not guaranteed unlessit is
included in an order or decree or is specified by Satute.

12  ASSESSMENTSOF QUALITY SYSTEMS
An assessment of aquality system is a systematic, independent, and documented examination

that uses pecified assessment criteriato answer one or more of the following questions about an
organizaion's qudity system:

If an organization is developing a quaity system, what QA activities remain to be
implemented and what technicad assstance by the assessors will promote the
development and implementation of this quality sysem?

. Is the organization's quality system documented and fully implemented?
. Does the organization understand externd quality requirements?
. Does the quality system comply with externd qudity requirements?

. Do the activities that are being performed by the organization comply with its quaity
system documentation, particularly the Quaity Management Plan?

. Are the qudity system procedures implemented effectively?

. Does the qudity system support environmental decision making with processes that
ensure that data are sufficient in quantity and qudity appropriate for their intended
purpose?
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An assessment is designed to provide objective feedback about the quality system. It evaluates
and documents the management policies and procedures that are used to plan, implement, assess, and
correct the technicd activities for environmentd programs. It includes qudity system document review,
file examination and review, and interviews of managers and staff responsible for environmenta data
operaions. Assessments can be conducted for specific environmentd programs within organizations.
Assessments can apply to entire organi zations, suborganizationa units, and one or more environmental
programs.

This guidance addresses assessments of qudity systems at the organization level that focus on
process rather than the quality of data from specific projects. Depending upon which of the previous
guestions are addressed and local usage of terms, these assessments also have been referred to as
quaity system audits (QSAS), management assessments, and management systems reviews (MSRs) or
management system audits (MSAS). For example, the term M SR is used to describe an assessment of
adeveoping qudity system. MSRs may include providing technical assstance for developing and
implementing a quaity system as an assessment objective.

One purpose of assessmentsisto improve the quality system, whether it is mature or
developing. To accomplish this purpose, the objectives of an assessment need to be appropriate to the
current developmental stage of the quaity system. For adeveloping qudity system, the objectives may
be to perform a gap analysis of the quaity system and to advise the assessee about any components of
the qudity system for which more support and training are needed. For amature qudity system, the
objective may be to determine whether the quality system is effective asimplemented. Systematic
planning is needed to ensure that an assessment’ s objectives are gppropriate.

Another purpose of assessmentsisto provide vaid feedback to management on the adequacy,
implementation, and effectiveness of the quality system. Assessments are helpful because the process
emphadizes noting good practices and suggesting changes for improving the quality system that provides
datafor defengble environmenta decisions.

In addition, the overall assessment program is beneficid to the Agency-wide qudity system.
Assessors are in agood position to gather information on the reasonableness of the qudity requirements
and the consistency of their implementation across dl organizations and programs.  Assessments could
indicate that additiond quality policies and procedures, guidance documents, etc., need to be
developed and implemented, or that additiond training needs to be developed and provided. [If
asessments find that specific management and technica practices do not aid in environmenta decison
making, such findings could lead to modifications of these practices. Assessments of qudity sysems
will benefit the Agency in generd by providing increased confidence in environmenta decisons and
grengthening its overal credibility.
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Although the assessments share many aspects with environmental management systems audits
and qudity audits that are performed under independent certification authorities such as the Internationa
Standards Organization, they are not necessarily equivaent. A certification audit does provide an
acceptable subgtitute for the assessment of a quality system where the Agency recognizes the adequacy
of the consensus standards, but it is by definition limited to the purpose of compliance to the
standardized criteria of the consensus standard. Note that certifications audits are performed by an
outsde organization for afee. The assessments discussed here are performed primarily by those who
work for the authority who has the ultimate responsibility for the quaity system being assessed or the
authority that is funding the work being done by the assessed qudity system. In this respect, the
assessments more closdy resemble sdf-certification audits.

1.3 REQUIREMENTSFOR ASSESSMENTSOF QUALITY SYSTEMS

An organization’s Quality Management Plan spells out roles and responsibilities for
implementing assessments, aswdl as the uses of assessment typesin the organization. EPA Manud
5360 A1 requires Quality Management Plans to discuss or address the following items pertaining to
management and technica assessments:

. how the process for planning, scheduling, and implementation of assessments works
and how the organization will respond to needed changes

. the respongihilities, levels of participation, and authority for al management and staff
participating in the assessment process

. how, when, and by whom actions will be taken in response to findings of assessments
and how the effectiveness of the response will be determined.

Furthermore, EPA’ s requirements for Quality Management Plans specify that the plans
describe or reference the processes (i.e., roles, responshilities, and authorities) of management and
deff for:

. assessing the adequacy of the qudity system at least annudly
. planning, implementing, and documenting assessments and reporting findings to
management including how to salect assessment tools, the expected frequency of their

gpplication, and the roles and responsibilities of assessors

. determining the level of competence, experience, and training necessary to ensure that
personnel conducting assessments are technically knowledgegble, with no red or
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perceived conflict of interest, and have no direct involvement or responghility for the
work being assessed

. ensuring that personnel conducting assessments have sufficient authority and accessto
programs, managers, documents, and records, and organizational freedom to:

- identify both quaity problems and noteworthy practices
- propose recommendations for resolving qudity problems
- independently confirm implementation and effectiveness of solutions

. having management review and respond to findings

. identifying how and when corrective actions are to be taken in response to assessment
findings, ensuring that corrective actions are made promptly, confirming the
implementation and effectiveness of any corrective action, and documenting such
actionsthat include:

- identifying root causes
- determining whether the problem is unique or has more generic implications
- recommending procedures to prevent recurrence

. addressing any disputes encountered as a result of assessments.

According to the ANSI/ASQC specifications for quality systems, assessments of environmental
programs will be conducted periodicaly and the assessment findings will be evauated to measure the
effectiveness of the programs quaity systems. The types of assessments that can be conducted include
management self-assessments, management independent assessments, technica salf-assessments, and
technica independent assessments. The specific type of assessment that is used is determined by
managemen.

The EPA qudity system is characterized by the principle of the “graded gpproach,” which
dlows QA Managers to base the level of quaity assurance and quaity control gpplied to an
organizationd area or project on the intended use of the environmenta program and on the confidence
that is needed and expected in the quality of the program. The graded gpproach isaso used in
developing an assessment strategy that is appropriate for both the organization that performsthe
assessments and the quality system that is assessed. This gpproach starts with systematic assessment
planning and continues through the assessment’ s implementation and reporting phases. The graded
gpproach is used to guide assessment planning decisions and to guide the collection of desired
information about the quality system being assessed.
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The graded approach is an important consideration in determining the scope and frequency of
assessments. For example, awater quaity monitoring project with limited scope and complexity may
require less frequent and less complex assessments than will a multi-program environmental
performance partnership agreement (EnPPA) with agate. Organizations that are responsible for highly
vigble enforcement activities may require more extensve assessments than organizations that perform
basic research. Assessments of small organizations may be less extensive than assessments of large
organizations.

1.4 INTENDED AUDIENCE

This document isintended for dl EPA and extramurd organizations that have qudity sysems
based on EPA policies and requirements and that may need to periodicaly assess these quaity systems
for compliance to the requirements. It is aso intended for organizations whose quality systems are
assessed by EPA. In addition, this guidance may be used by other organizations needing to assess
qudity systems gpplied to specific environmenta programs.

15 SUPERSESSION

This document discusses a component of the EPA quaity system for which guidance has not
been previoudy issued. Guidance for Preparing, Conducting, and Reporting the Results of
Management Systems Reviews (EPA QA/G-3, draft #2, January 1994) was prepared, but that
document was never findized.

16 PERIOD OF APPLICABILITY

Consgtent with requirements set forth in EPA Manud 5360 A1, this document will be valid for
5 years from the officia date of its publication. After 5 years, this document will either be reissued
without change, revised, or withdrawn.

1.7 ADDITIONAL REFERENCES

Other documents are available to provide guidance for developing suitable and effective qudity
sysems for environmenta programs. They establish criteria and mandatory specifications for QA and
QC activities and provide guidance for documenting various components of aquality system, such as
technica systems audits, standard operating procedures (SOPs), and QA Project Plans. A ligt of these
documentsis provided in Chapter 6, References and Supplemental Reading. Since they contain
guidance for activities criticd to successful environmenta data collection activities and operations, they
serve as important resources for planning and conducting assessments.
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CHAPTER 2
MANAGING ASSESSMENTS
21  ASSESSMENT ROLESAND RESPONSIBILITIES

The authorizing entity for an assessment is whoever authorizes the assessment and has the
authority to do so. The authorizing entity for an assessment can be theindividud ultimately responsible
for the quality system that is being assessed. For ingtance, for interna assessments performed by an
EPA Regiond Office, the authorizing entity isthe Regiona Adminidrator. The authorizing entity is given
the opportunity to approve the assessment plan, receives the assessment findings, may need to mediate
any disputes, and may monitor responses to and implementation of any corrective actions.

The assessee is the organization being assessed, and an assessor is a person who performs the
asessment. An assessor can be an individud either from part of the organization being assessed (i.e,,
an interna assessment) or from an outside organization (i.e., an externa assessment). For externa
assessments, the assessors are independent of the assessed organization. For interna assessments, the
assessors are not directly involved in performing or managing the environmenta program. Tablel gives
examples of the roles that various organizations may play in internd and externd assessments.

22  ASSESSMENT SYSTEMS

Organizations that conduct multiple assessments may establish a system to ensure that
assessments are performed consistently and according to current quaity requirements (see
Worthington, 1998). The assessment system will focus on planning and establishing priorities for
assessments, assessment frequency, scheduling, conducting assessments, procedures and formats for
assessment reports, and assessor qudifications and training. SOPs are devel oped that describe the
assessment procedures in sufficient detail to encourage consistency in how assessments are performed.

Effective assessment systems answer four key questions for assessment system managers:

1. Am | doing the right job? (Do | sdect those assessments that will make a sgnificant
contribution to the overdl qudity system?)

2. Am | doing the job right? (Does the assessment system use its personnel and resources
efficiently?)

3. Am | getting the desired results? (Do the assessments have abeneficid effect on the
assesed quality systems?)
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4, Does my organization condstently do high-quaity work? (Is care taken in the sdlection,
planning, performance, reporting, and follow-up of assessments? Are assessment

findings given afind quality check before they are sent out?)

Table1l. Examples of Assessment Roles

(internd assessment)

Assessments of Assessee Authorizing Entity Assessors
EPA organization Program/Regiond Assgant OEIl Qudity Staff and
Office/Laboratory Adminidretor, Office | technica expertsas
(externd assessment) | of Environmentd needed
Information (OEI)
Progranm/Regiond Assgant/Regiond Program/Regiond
Office/Laboratory Adminigrator Office gaff and
(interna assessment) technical expertsas
needed
Assgtance agreement | State or tribal EPA Program/ EPA program office,
recipient/ environmenta agency, | Regiond Office, laboratory, or divison
contractor nonprofit organization, | Laboratory, or QA &aff and technica
or other assistance Divison Director experts as needed
agreement recipient/
contractor
(externa assessment)
State or tribal Director of State or Staff of State or tribal
environmental agency, | tribd environmental environmenta agency,
nonprofit organization, | agency, nonprofit nonprofit organization,
or other assistance organization, or other | or other assistance
agreement recipient/ ass gtance agreement agreement
contractor reci pient/contractor reci pient/contractor

and technica experts
as needed

A graded gpproach is factored into designing an appropriate assessment system. Some
organizations may not have adequate staffing to follow al of the steps outlined below, but dl
organi zations are encouraged to consder these topics and to implement them within their assessment
system when possible and appropriate.

Managers of an assessment system, who provide administrative support to the assessors, have
practica knowledge of assessment procedures and practices. These individuds.
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. are independent of direct responsbility for implementing the projects being assessed

. clarify the authority to assess within the organization, if necessary

. establish awareness of the assessment system by potentid users and potential assessees
. emphasize the benefits of awell-established and functiona quality system

. establish priorities for quaity systemsto be assessed

. ensure that adequate resources are available for the assessment system

. establish an assessment QC system

. evauate assessor training needs regularly and provide appropriate training opportunities

. ensure that procedures are in place for planning, scheduling, conducting, reporting, and
following up on assessments, and that assessments are consistently documented

. select assessment team leaders, approve assessment teams, and ensure that they
receive adminigtrative support

. review assessment findings

. resolve any disputes between assessors and concerning assessment findings

. tranamit assessment findings to authorizing entities

. brief senior management on the satus of the assessment system

. ensure that the experience gained by assessors improves the assessment system and the
qudity sysem.

Management of the assessment system may be a shared responsibility performed by asmal
daff ingdead of oneindividud. Management of the assessment system is typicdly not a saff member’s
sole respongibility.  For instance, the manager for assessments that are conducted by an EPA Regiond
Office may be the Regiond QA Manager.

An assessment QC system hel ps to ensure that assessments are effective and that assessments
of smilar organizations under smilar conditions by different assessment teams arrive a samilar findings.
An assessment organization’ s reputation for performing high-quality assessments increases the impact of
their findings and the likelihood that corrective actions will be implemented.

The assessment system’ s manager's create the expectation for high-quality assessments,
establish the policies and procedures that will produce high-quality assessments, and determine whether
the assessment QC system has improved the quaity system. They develop procedures and criteriato
compare assessor performance to achieve consistency among assessors to the extent possible and they
regularly eva uate assessor performance. Such procedures can include assessor training workshops,
reviews of assessment reports, performance gppraisas, and rotation of assessors among different
assessment teams.

Assessment system managers not only review findings of individua assessments, but they dso
review thefindingsin aholistic way. This review process feeds back into planning with an emphasison
improving both the assessment system and the quality system. For most organizations, assessments are
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not just one-time events but are done on arecurring basis with assessments conducted on different
groups and at different locations within the organization. The review may aso identify relevant and
emerging quaity issues in assessments, perhgps coming from a synthesis of findings from assessments of
multiple organizations. For instance, such areview may reved areasin aquaity sysem that are prone
to problems or areas that need more controls or more training.

The graded approach is dso factored into the assessment QC system. In smadll organizations, a
fully developed QC system for the assessment process may not be possible because of limited staffing.
These organizations still can incorporate aspects of a mature assessment QC system into their own
system, within their congraints, to ensure the quality of their assessments.

23 DECISION TO CONDUCT THE ASSESSMENT

The decison to conduct the assessment usually will be made by the assessment system
managers in response to a direct request from the authorizing entity or according to a schedule that has
been approved previoudy by the authorizing entity. The decision process typicaly includesthe
identification of some or dl of the following items.

. the organization to be assessed

. the authority to conduct the assessment

. the criteriafor the assessment

. the scope of the assessment

. the resources available for the assessment

. the Sze of the assessment team

. an gpproximate date for the assessment

. the assessor qualifications needed to conduct the assessment
. avallability of quaified assessors to conduct the assessment
. selection of the assessment team |eader

. selection of assessment team members.

The assessment team |leader addresses any of the above items that have not been decided by the
authorizing entity or the assessment system managers.

24  CRITERIA FOR THE ASSESSMENT

For the assessment team to assess the adequacy and effectiveness of a quaity system in an
objective manner, the qudity system’s characteristics are compared to objective and written reference
standards rather than to the subjective, unwritten expectations of the assessors or other individuas.
These assessment criteriaare; (1) the externd policies, procedures, and requirements that are
gpplicable to the assessee and (2) the assessee’ sinternal policies, procedures, requirements, and
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quaity system planning documents. Specific criteriafor quality systems of EPA organizations and of
extramura organizations performing work funded by EPA through extramura agreements, enforcement
agreements, decrees, or orders may include the following:

. Order 5360.1
. EPA’s Qudity Manud

. EPA requirements for Qudity Management Plans

. ANSI/ASQC specifications for quaity systems

. the assessee’ s Qudity Management Plan

. the assessee’ s reports [e.g., quarterly progress reports or QA Annua Report and
Work Plan (QAARWP)]

. QA and QC requirements in regulations.

It isimportant that the authorizing entity, the assessment team, and the assessee dll agree on the
assessment criteria prior to the assessment. If the parties involved in the assessment do not have a
common understanding of the criteria beforehand, questions concerning the basis for the subsequent
assessment findings may arise. The credibility of the assessment can be diminished if team members
apply inconsistent or subjective assessment criteria.

25 SCOPE OF THE ASSESSMENT

The scope of the assessment may be set by the authorizing entity or it may be systematically
developed by the assessment team. The scope can delimit the time period and subject matter or
organizationa “boundaries,” and can be affected by assessor time and resource congraints. It may also
include more specific items, such asthe job positions of the people to be interviewed and what parts of
the quaity system to examine. Sdection of the items may be based on their importance to the overal
quaity system or on concern that there might be a problem. Issues for congderation in the assessment
may derive from any part of the quaity system (e.g., policy, processes or procedures, products, or
resources). |Issues may also be derived from the findings of previous assessments. Section 3.5 contains
more information about issue identification.

The scope for ng amature qudity system will generaly differ from that for assessing a
developing qudity system. For example, adeveloping qudity system might not have an gpproved
Quadity Management Plan in place to serve as a basis for the assessment and islesslikely to have
forma QA tracking systems. For an assessment of a developing quality system, the scope may include
assisting with the development of specific parts of the quaity system.

The scope can be limited by assessment resource congtraints, which often preclude ng
the whole qudity system, so specific items are selected for inclusion in the assessment. The use of the
graded approach helps to ensure that assessment resources are used effectively and efficiently where
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they are needed most. Because an assessment is closaly linked to the assessee’ s Quaity Management
Plan, the scope of an assessment can be estimated, to afirgt approximation, by the complexity and
detall of the quaity system described in the plan.

The scope can d o be limited by what can be accomplished on-site. Planning and scheduling
interviews and document reviews should consider both what can redigtically be covered within the
allocated resources and what needs to be covered to adequately characterize the assessed system.
After the duration of the on-Site portion of the assessment has been decided, the number of interviews
that can be conducted during the assessment can be estimated. The time necessary for the opening and
closing meetings, document reviews, and bresks is taken into account. Perhaps only six or seven one-
hour interviews can be conducted per day. Asisdiscussed in Section 2.6.1, one or two assessors
should conduct each interview.

The authorizing entity gpproves the assessment plan and by doing so approves the scope of the
asessment. However, the assessment team leader is usudly enabled to modify the scope during the
assessment if any relevant, but unforeseen, quality issues are encountered during the assessment. For
instance, it may be necessary to interview staff members who were not identified in the assessment plan.
Section 3.8 contains more information about the assessment plan.

2.6 THE ASSESSMENT TEAM
2.6.1 Assessment Team Sdlection

The scope of the assessment determines the Size and composition of the assessment team. The
scope of the assessment is determined before the assessment team members are selected. The
assessors, taken as ateam, need subject matter knowledge and assessment knowledge and experience.
They need to be free of any red, potentiad, or perceived conflicts of interest. Training in the assessment
process and in ligening and interviewing skillsis usudly made avallable to the assessors and isusudly a
prerequisite for performing the assessment. Section 2.6.3 describes the assessment team qudifications
in greater detall. Interviewing skills are addressed in Appendix B.

There are good reasons for an assessment team to consist of two or more members (ateam
leader and at least one additiond assessor) (Adams, 2000). In some cases, the assessment team may
need to include additional assessors as well as technical experts. For example, an interna assessment
of an EPA Regiond Office may be performed by an assessment team composed of aleader, two
assessors, and atechnica consultant with expertise in Regiond Office QA programs.

During interviews, two assessors can corroborate an interviewee s responses. The use of two
interviewers helps to ensure that the statements by the interviewees are recorded accurately. If thereis
any confusion about what was said in an interview, the two interviewers can discuss the response and
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come to agreement on what the interviewee said. One interviewer may recognize an important piece of
information that the other interviewer may have overlooked. This two-assessor gpproach can alow for
“tag team” questioning. That is, while one assessor asks a question and records the interviewee' s
response, another assessor can be preparing to ask the next question. Other advantages of having
more that one person perform an assessment include: complementary expertise and work experience,
the ability to work smultaneoudy with different interviewees, and cost savingsin both the planning and
implementation phases of the assessment.

Assessors from other organi zations may be a possible resource. Permission for thelr
participation should be obtained from their management. For assessments of EPA organizations, they
are usudly QA professondsfor a different Regiond Office, Program Office, or Nationd Laboratory.
For assessments of State agencies, a QA Manager from another State in the Region could participate in
the assessment.

2.6.2 Assessment Team Leader Responsibilities

Once the need, authority, and funding for an assessment have been established, an assessment
team leader and other assessment team members are selected. The assessment team leaeder is
responsible for al phases of the assessment. The assessment team leader has management experience
and ability and has the authority to make decisions during the assessment and while presenting any
assessment findings. The assessment team leader dso:

. may asss in saecting other assessment team members

. prepares the assessment plan and submitsiit for review and approva
. represents the assessment team to the assessee’ s management

. manages the assessment team during the assessment

. submits the assessment report

. organizes the response to comments.

2.6.3 Assessor Responsbilities and Qualifications

According to the ANSI/ASQC specifications for quality systems, personnel conducting
assessments of quality systems have the authority, access, and independence to:

. identify and report problems that affect qudity

. identify and cite noteworthy practices

. if requested, propose recommendations for correcting problems that affect quality

. independently confirm implementation and effectiveness of corrective actions

. if requested, monitor the work and report to management until the identified problems
have been corrected
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provide documented assurance to management that further work performed by the
organization is monitored until identified problems are corrected.

Corrective actions are more likely to be initiated in response to assessment findings if the

assessment team is perceived to be competent and credible. The team members have the following
qudlifications, which establish their competency and credibility; soecificaly they:

2.7

are free from persona and externd barriers to independence, organizationaly

independent, and able to maintain an independent attitude and appearance

possess integrity and report only what is observed

collectively possess adequate assessment proficiency and appropriate technica

background

- are qudified to perform their duties by virtue of education, training, and/or
experience

- understand assessment techniques and qudity system concepts and principles

- have experience gppropriate for their duties in the team (leading, for example)

undergtand their roles and responsibilities in the assessment process and are responsve

to the assessment team leader’ s directions

are familiar with the assessee’ s organization and with gpplicable regulations

have good information-gathering and communicetion skills, i.e., are able to assmilate

information, formulate pertinent questions, present questions clearly during interviews,

ligen carefully to the information being provided, and verify the information from

documentation

are even-tempered and keep potentialy confrontational circumstances under control

are organized and able to prepare assessment reports promptly.

ASSESSMENT COSTS

Knowledge of the costs of assessments helps to ensure that adequate resources can be made

available. The budget for an assessment depends on the scope, objectives, duration, and complexity of
the assessment. Codts are affected by the number of assessors needed, and their associated |abor,
travel, and lodging costs. Assessors need time to prepare for the assessment, conduct the assessment,
generate the report, and if specified, verify corrective actions. Off-dite activities, such as preparation
and reporting, may require more time than the on-gte portion of the assessment.
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CHAPTER 3
PREPARING FOR THE ASSESSMENT

Planning isthe mogt crucid part of the assessment process and a systematic approach is
recommended. Chapter 2 identified initia planning activities: deciding to conduct the assessment
(Section 2.3); identifying the criteriafor the assessment (Section 2.4); determining the scope of the
assessment (Section 2.5); sdlecting an assessment team to conduct the effort (Section 2.6); and
alocating resources for the assessment (Section 2.7). Once these activities have been performed, the
planning process can proceed to identify:

. specific information that is needed from the assessee to identify assessment issues

. specific issues about the quality system to be checked during the assessment

. the sources, quality, type, and quantity of information to be collected

. how collected information will be evaluated to determineif the quality sysem meetsthe
requirements of the assessment criteria.

One mgor product of this process is awritten plan that summarizes what will be donein the
asessment. It is prepared by the assessment team and approved by the authorizing entity before being
sent to the assessee prior to the assessment. Another mgor product is awritten assessment checklist
that is used by the assessment team to organize the interviews and to document the information that they
will collect. Logigtical arrangements for the assessment are made as part of the planning process.

Planning isjust asimportant when ng the need for additiona support for adeveloping
qudity system (e.g., for amanagement sysemsreview) as it iswhen assessing a fully implemented
qudity system (e.g., for acomplex criteria-driven assessment). The implementation status and the need
for additiona support are determined when assessing a developing quality system, and the assessment
scope and issues are designed with this quality system in mind. Regardless of the Satus of a qudity
system’ s development, it isimportant that the assessment be planned and conducted in an objective and
systematic way.

In this chapter, planning activities are presented in a particular order. This does not mean that
the activities must be performed in thisorder. Many of the activities can occur concurrently or
iteratively, and the order of the activities will vary for different assessments and for different ng
organizations. For example, selecting the assessment team leader and assessment team may be the firgt
step on some assessments, if the organization knows which staff members are the best matched
technicaly for aparticular assessment. In other instances, an assessment team leader may be sdected
who will then begin theinitid planning and scoping, which will be followed by sdection of other
members of the assessment team.
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Planning Activities Associated with:

Authorizing Assessment Team Assessment Plan Assessee
Entity Development Development Interactions
Decide Select

to conduct assessment Contact
assessment team leader assessee
Select Review
Define scope assessment assessment Request
of assessment team members criteria and information
information
Allocate Identify
assessment assessment
resources issues
Identify
documents and
interviewees
Approve Complete Schedule
assessment assessment assessment
plan plan activities
Make travel
arrangements
Finalize Send final
assessment assessment
plan plan
Prepare
assessment
checklist
Figure2. Systematic Planning Activitiesfor an Assessment
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Figure 2 illustrates an gpproach for planning activities for an assessment. Thisfigure is not to be
conddered a chronologica flowchart for assessment planning. The four columnsin the figure
correspond to four general types of activities that are associated with assessment
planning. The activitiesin this sysematic planning process are described in more detail in the rest of this
chapter. The lines between the boxes show some of the logical connections between the activities,
rather than a gtrict chronologica order.

An organization may choose a different systematic planning process or may limit some of these
activities as aresult of goplying the graded approach. For example, aquaity system that is ill being
developed may not yet have many quality documents to be reviewed and systematic planning for this
activity may not be needed. However, sysematic planning is needed for any assessment, regardless of
the Sze or complexity of the quality system being assessed. A written plan is useful for any assessment
as away to document the assessment planning, including determining the criteria for and the scope of
the assessment.

3.1 DOCUMENTATION AND TRACKING
At the beginning of the planning phasg, it is hepful to establish an assessment file, which helpsto

track the paperwork from initiation of the assessment through completion. The file may contain all
materids collected before, during, and after the assessment including:

. planning documents, such as the assessment plan and the agenda

. al relevant correspondence, such as notification letters

. working papers, such as assessment checklists that record the observations from
interviews and document review

. al assessment reports

. any other documents collected or arising from the assessment such as corrective action
reports.

The assessment file serves to document the course of the assessment and its outcome. Asthe
fileis prepared, note that it may be possible for the public to obtain assessment files and working
papers through the Freedom of Information Act. Electronic tracking of assessments may be possiblein
some organizations. Close-out of the assessment is often tracked or documented with aformal close-
out memorandum or some other type of record.

3.2 ASSESSMENT TEAM PREPARATION
Before the on-dte part of the assessment, the assessment team usudly reviews information

about the quality system, plans the assessment, divides up respongbility for interviews and document
reviews, works out scheduling and logistical issues, and understands the requirements for note taking,
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reporting, and follow up. The roles and respongibilities of individud team members are discussed. The
team members expectations for the assessment are discussed and harmonized. Assessor
respongbilities and qualifications are described in Section 2.6.3.

3.3 INITIAL CONTACT WITH THE ASSESSEE

During initid contact with the assessee, the assessment team leader relays the authorizing
entity’ s decision to conduct an assessment. The leader may make contact by telephone, e-mail, or
|etter with the assessee’s QA Manager. The authorizing entity may have previoudy informed the
asessee of thisdecision. The leader and the manager discuss possible dates for the assessment, the
assessment criteria, the scope of the assessment, requests for supporting documents, and potential
interviewees who are representative of the of the program areas to be assessed. The manager usudly
arranges for ameeting space for interviews and document reviews, ensures that requested documents
will be available to the assessment team, arranges interviewee participation and logigtics for the
assessment, and coordinates the on-site activities with the leader. Interviews and document reviews are
best conducted in aquiet place, away from potentia interruptions in offices and laboratories.

The formdity of theinitid contact with the assessee and subsequent contacts will be determined
largdly by the organizational relationship between the assessors and the assessee. External assessments
tend toward more formality than interna assessments. After aninitid verba contact, it may be
gopropriate for the assessment team leader or the authorizing entity to send a written natification of the
upcoming assessment to the assessee’' s QA manager. Regardless of how the initid contact is made, the
assessee’ s senior management is made aware that an assessment will be occurring.

The assessment team leader makes every effort to gain the cooperation of the assessee’ s senior
management and its QA Manager. The process of establishing a cooperative relationship for the
assessment begins with the initid contact. [ the senior management and the QA Manager understand
that the upcoming assessment offers an opportunity to improve their quality system, their attitude will be
communicated to the rest of the organization, and the assessment can proceed more smoothly. A
positive purpose will encourage the organization to implement any corrective actions that are needed to
respond to assessment findings.

34 INFORMATION REVIEW

The review of information about the assessee’ s qudity system establishes the knowledge base
for the assessment. It is essentid that the assessment team understands what is dready documented
about the assessee’ s qudity system and its environmental programs in order to formulate relevant
guestions for the interviews and to identify pertinent case studies, documents, or reportsto be
examined.
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Helpful information includes the requirements for the assessee’ s qudity system and supporting
documentation, such as the Quaity Management Plan; applicable regulations for environmental
programs; reports of previous assessments of this organization; the QA Annual Report and Work Plan
(adocument required by EPA Order 5360.1 A2 for EPA groups); and fiscal reports such as
Government Performance and Results Act reports (for Federd groups). If these documents are not
dready on hand, the assessment team leader requests them during the initid contact with the assessee.
Organizations with developing qudity sysems will generdly have less documentation available for
review than those with fully implemented qudity systems.

Reviewing these documents will alow the assessment team to consider some or dl of the
following items, as appropriate for the scope of the assessment:

. the misson and qudity policy of the organization

. the requirements for the qudity system that are specified in the assessment criteria

. the specific roles, authorities, and responsibilities of management and staff with respect
to QA and QC activities

. the means by which effective communication within the organization are assured

. the processes used to plan, implement, and assess the work performed

. the process by which measures of effectiveness of QA and QC activitieswill be
edtablished and how frequently effectiveness will be measured

. the level of improvement based on lessons learned from previous experience

. fiscal reports.

The assessee’ s fiscd reports can provide awindow into the quality system because they show how
money was budgeted and spent, which may be an indication of which issues are consdered most
important by the organization.

35 ISSUE IDENTIFICATION

If the authorizing entity does not prescribe the assessment issues, the assessment team identifies
them and documents them in the assessment plan. Time and resources can limit an assessment, making
it impossible to evauate and characterize dl aspects of aqudity sysem. If such limitations do exigt,
then the assessment team has the opportunity during planning to select the specific qudity sysem
components and associated issues that will be investigated. Although the issues may be sdlected at
random, priorities can be established using input from three sources.

. the quaity system and associated (e.g., contract) requirements
. documentation about the assessee
. possible knowledge of or experience with smilar organizations.
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Some requirements may become assessment issues because:

. they have asgnificant effect on the qudity of the environmenta data being collected to

support decison making

. they are not easy to implement or fulfill

. they are vague and contradictory or onerous and burdensome

. they are new or have been revised since the last update of the Qudity Management
Man.

Documentation of quality system processes and their effect on end product development may
lead to the selection of assessment issuesif the products are of specia importance. For example, they
may be used directly for making rules, regulations, or policy or have Sgnificant nationd or
Congressond vishility. Although the products themselves are not assessment issues, the effect of the
processes used to develop them are important because they demondtrate the ability of the quality
system to support rule-making and regulation and policy development.

The reports of previous assessments of the assessee may indicate quality system components
that have had problems in the past and for which corrective action may have been necessary. The
assessment team may decide to determine whether the corrective actions were implemented and
effective. In amilar fashion, the reports of assessments of other organizations may point to quality
System components with common weaknesses, which may aso be present in the organization being
asessed. The assessment team may look for smilar weaknesses in the organization being assessed.

One technique for identifying issuesisto look at the completeness and clarity of written
descriptions of the organization’s quality system. |If the assessment criteria and supporting
documentation appear to describe a generic quaity system, it may be necessary for the assessorsto
obtain more information about the qudity system as implemented in this organization. If the
documentation does not describe al of the pecific components of the quality system and the
requirements for them, the missing components or requirements may becomeissues. Although a
thorough and lucid description of aquality system component does not guarantee that this component is
being implemented or that it is effective asimplemented, the lack of such a description may point to an
area that merits observation during the assessment.

Assessment issues may dso be identified using the information to trace or recongtruct the
quaity system processes affecting a program or activity from its antecedents (e.g., regulaory
requirements) to itsend products. A program can aso be traced through the personnel who plan,
implement, and assessit. If the documentation does not revedl the connection between antecedents
and products, the personnd pathway, or the qudity-related steps, then the assessment team may wish
to dlocate time during the assessment to investigate them.
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A find condderation is whether the issues can be assessed for the benefit of the organization’s
quality system. Someissues exist due to circumstances that are not likely to be affected postively by
the assessment. If that is the case, then addressing resolvable issuesiis preferable. Possible examples
of assessment issues that may not be good choicesto include in an assessment of the status of quality
system implementation are:

. an organization does not have adequate oversight of assistance recipients because there
isno money in the travel budget (the root cause is the travel budget, rather than
implementation of the qudity system)

. an organization has no access to a datistician because of a hiring freeze

. aprogram has not been implemented because apalicy decision was not made.
3.6 IDENTIFY INTERVIEWEES AND DOCUMENTS

After the mgjor assessment issues have been identified, the next step isto select an information
collection tool thet is gppropriate to investigate the assessment issues. The underlying concept is that
the tool enables the assessment team to understand a qudity system and quickly integrate the collected
information. The tool alows the assessment team to document objective evidence or observations
about the qudlity sysem. Even when assessng a developing qudity system, the information collection
tool is gtill systematic and geared towards collecting objective evidence.

Generdly, face-to-face interviews and document reviews are the preferred tools for collecting
information in assessments because interaction with the interviewee provides the assessment team with
direct information about the quality system. Supporting documentation can be consulted and questions
can be explained and clarified as necessary.

There is a benefit-risk consderation associated with the use of interviews. People can bea
vauable source of information in the right circumstances. However, the human mind is avery complex
and vulnerable observation instrument. If the assessment team does not ask the right people the right
questions, they may not get appropriate answers.

The next task isto identify the type and number of representative individuas to be interviewed
and the type and number of documents to be reviewed that will enable the team to gather sufficient
information to address the issues. Before scheduling interviews and document reviews, the assessors
can condder if agpecific job or document gives them objective evidence for the issues. They can then
consder how many interviews or document reviews are needed, relaive to the Size of the organization,
to make arepresentative finding. The individuas and documents may be involved with program-leve
or project-level qudity activities. Examples of job category sourcesfor interviews are listed in Figure
3.

Peer Review Draft
EPA QA/G-3 23 January 2002



638
639
640
641
642
643

645
646
647

648
649
650
651
652
653
654
655

656
657
658
659
660
661

662
663
664
665
666
667
668
669
670

671
672

It is not necessary at this point to name
gpecific individuas to be interviewed; identifying
job titles or job functions may be dl the
assessment team can accomplish given the
information on hand. The god a this point isto

Examples of job category sour cesfor
interviews during an assessment:

e senior managers (e.g., division directors,

. o . . office directors)
be specific enough in identifying the interviewees | | rriddle managers (eg, branch chiefs
30 that the assessment team has reasonable ) :
section chiefs)

assurance that these individuals can provide the
information that is needed to address the
assessment issues.

* project managers (e.g., project officers,
principa investigetors)
e qudity assurance managers (program-level

: , . and project-level)
. . Some considerations f_or selecti g e daaandyds(eg., datigiciansand
interviewees who are appropriate for the issues modelers)

may include: (1) ther avalability; (2) ther
experience, (3) their knowledge of the issues,
(4) how long the individuds have hdld their
positions; and (5) the extent that these Figure 3. Example Job Categoriesfor
individuass represent the entire pool of thosein I nterviews

amilar postions

e daahandling specidids
» |laboratory managers/staff

For alarge program, individuas to be interviewed are sdlected to get adequate coverage of
issues, programs, and job types within the allocated assessment resources. The assessee may
recommend specific individualsto beinterviewed. This practice is generdly acceptable if the
individuas characterigtics such as on-the-job experience meet the assessment requirements. If al of
the interviewees are selected by the assessee, the find assessment report may need to include quaifying
text such as“If the interviewees are representative of your program, then . ...

Asisthe case with identifying interviewees, the assessment team specifies the documents to be
reviewed in sufficient detail to ensure that the documents are accessible and the assessment issues will
be addressed effectively. Document selection criteriainclude: (1) being representative of the document
types most frequently prepared by the organization; (2) being representative of the work performed by
the organization; and (3) having importance relaive to the organization’smisson. If an organization has
changed its qudity policy or procedures, select documents that reflect the changes being assessed.
When selecting particular projects for document review, make sure these projects cover atime period
and implementation stage that are appropriate for the issue being addressed. For example, projects
just getting underway would not be appropriate for areview of data quality assessment procedures.

Examples of documents and specific features of the documents that may be reviewed to
prepare for and during an assessment are presented in Figure 4. Other documents, such asfinancia
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assi stance agreement decision packages
and contract specifications, dso may be
relevant to the assessment.

EPA QA Annud Reportsand
Work Plans summarize resources
avalable for qudity assurance in EPA
programs. As part of the assessment,
these documents can be compared to
the Quality Management Plan or
verified on-gte to ensure that the roles
and respongbilities are covered as
described in the Quality Management
Pan. For example, the number of full-
time equivaents (FTEs) designated for
QA gaff could be verified againgt
possible vacancies or assgnments to
non-QA activities when on-gite or
checked against the work reported on
QA Project Plan reviews,
internal/externa assessments, and
traning.

To assess the use of resources
for oversight, lists of both externd and
interna assessmentsin the previous
year' swork plan could be checked to
seeif they agree with lists of completed
reports and the requirements of the
Qudity Management Plan. These
documents give indications about the
adequacy of resources and the
commitment of the organization (for
example, if lesswork is performed than
was planned). They would be useful in
targeting issues (for example, if no
internal assessments are reported,

why?).

EPA QA/G-3

Example documents and their specific featuresthat
may bereviewed:

Quality Management Plans

- dignature and date

QA Project Plans

- ggnature (QA Manager or designee), date

- dataquality objectives/systematic planning
process

- required elements relevant to assessment:
(8) training/expertise for field personnel; and
(b) oversight of field activities

QA Review Forms

- dignature (QA Manager or designee), date

- project title, number

- obtain/check proposa to verify credibility of a“no
measurements’ claim

QA reports to management

- quality problems described

interna quality policy and guidance documents

reports of internal assessments (e.g., assessments of

quality systems, technical systems audits, surveillance,

performance evaluations, audits of data quaity, data

quality assessments, peer reviews)

- purpose of assessment and date

- assessor, title, Signature, date

- personnel (expertise), process

- findings, corrective actions

- assessee/responsible party

- process for reporting/verifying completion of
corrective actions

external assessments reports by the assessee

work products (e.g., final project reports)

QA working papers

training records

- records are current

- training is appropriate for responsibilities

standard operating procedures

- dgnature, date, and revison number

standardized methods.

Figure4. Example Documentsand FeaturesTo
Review
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3.7 ALTERNATIVESTO ON-SITE INTERVIEWS

The decigon to use interviews or other information collection tools involves consdering thelr
comparative advantages and disadvantages. Examples of other information collection tools are
videoconferencing, telephone interviews, and return mail questionnaires. More information about these
tools can be found in the literature on survey research methodology (e.g., GAO, 1991 and 1993; De
Leeuw, 1992).

Each tool has its own blend of strengths and weaknesses. Because of their flexibility and
potentia, face-to-face interviews have been considered superior to telephone interviews and mail
surveys. Information collected in face-to-face interviews has often been considered to be less suspect
than information obtained by other tools such as telephone interviews. However, the other tools do not
incur the travel costs that are associated with face-to-face interviews.

3.8 PREPARATION OF THE ASSESSMENT PLAN

The assessment plan is a short document prepared by the assessment team under the direction
of the assessment team leader. It is a concise summary of the assessment and the manner in which the
assessment will be conducted. It gives adequate information to the assessee about what activities are
expected to occur during the assessment and a schedule for these activities. An example outline of an
assessment plan gppearsin Figure 5.

The assessment plan includes the authority and criteria for the assessment, the purpose and
scope of the assessment, the assessment issues, and the organi zations that will be visited during the
assessment. The plan dso includes details, such as a schedule of assessment activities, specific
personnel (or job positions) to be interviewed, and specific files and documentation that will be
reviewed during the assessment. The assessment plan states clearly what will and will not be done
regarding confidentidity and the dissemination of the assessment findings. The assessment checklist can
be appended to the assessment plan. The checklist contains the specific technica questions to be
asked of specific interviewees and the specific documents to be reviewed, if appropriate.

The assessment plan is discussed informally with the assessee before the assessment to
negotiate schedules, identify needed documents and records, and confirm the availability of interviewees
and meeting space. Planning and scheduling interviews and document reviews should consider both
what can redigtically be covered within the dlotted time and what needs to be covered to adequatdy
characterize the assessed system.

The assessment plan specifies whether the assessment team will present recommended
corrective actions as part of the assessment report or whether the assessee management will develop
these corrective actions based on the assessment findings.
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Organization:
Location:

Senior Official
QA Manager:

Assessee:

Authorizing Entity:
Review and Concurrence by:

Assessment Team: Leader:

Assessor:
Assessor:

Anticipated Dates of Assessment:
Authority To Conduct Assessment:
Criteriafor Assessment:

Purpose and Scope of Assessment:

Issues ldentified:

Personnel To Be Interviewed:

Documents To Be Reviewed:

Anticipated Opening Meeting:
Opening Meeting Participants:

Anticipated Assessment Schedule:

Anticipated Closing Meeting
Closing Meeting Participants:

Anticipated Reporting Schedule:

Report Routing Pathway:
Confidentiality of Findings Report:
Dissemination of Findings Report:
Provision for Recommendations:

Assessment Plan

EPA Region 12, Division of Solid Waste (DSW)
Juneau, Alaska

Jim Schnee, Director, Division of Solid Waste
Mary Eulen, Division Quality Assurance Manager

William Shipley, Regional Administrator (RA)
Pat Pack, Deputy Regional Administrator (DRA)

Susan Davis, Regional QA Manager
Emmanuel Kealeboga, Division of Oil and Gas Remediation
Margaret O’ Connor, Division of Arctic Air

January 2-4, 2002

EPA Order 5360.1 A2 (May 2000)

Quality Manual, applicable assistance agreements, contract regulations
Implementation of DSW quality management plan in Juneau branches

QA project plan review and approval, data quality assessment process,
data quality objective process, training, and record keeping

Branch QA Coordinators, 4 project officers per branch (2 with data
collection/analysis completed, all in branch at least 1 year), DSW QAM,
DSW supervisor, DSW training coordinator, and DSW statistician

Interviewed project officer filesincluding all QA documentation (e.g., QA
project plans, standard operating procedures, oversight records, data
analysis records, project reports), QAM filesincluding QA project plan
reviews, project implementation and report reviews, and training records

January 2, 2002, 8:00 a.m.
DSW managers

9 a.m. to 4 p.m. each day, one branch per day

January 4, 2002, 4:30 p.m.
DSW Managers

February 2, 2002

RA, DRA, Jim Schnee, Mary Eulen, DSW Managers
None

Internal only

Yes

Figure5. Example Contentsof a Plan for Assessing a Quality System
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3.9 REVIEW AND APPROVAL OF THE ASSESSMENT PLAN

Once the assessment plan has been completed by the assessment team, it is usualy submitted to
the authorizing entity for concurrence and approva unlessit isroutine. Tranamitting the plan well before
the assessment date dlows:

. the authorizing authority to raise questions about the plan or discuss the rationde of the
proposed approach

. the authorizing entity to be informed explicitly of any nonroutine aspects of the
assessment

. the assessment team to revise the plan and to resubmit it for gpprovd if sufficient

concerns or issues are raised by the authorizing authority, which is unlikely to occur if
the assessment team has been thorough in its planning
. the assessment team to resolve al concerns or issues before proceeding any further.

The authorizing entity gpproves the assessment plan before the assessment proceeds. The
concurrence of the authorizing entity:

. affirms the authority, credibility, and scope of the assessment with the assessee and with
the persons who will receive the final assessment report

. encourages authorizing entity “buy-in” and engenders a sense of ownership of the
process

. assures the authorizing entity that the assessment will accomplish the expected
objectives

. encourages support from the authorizing entity for any disputed findings and for
implementation of recommended corrective actions.

3.10 CONFIDENTIALITY

The confidentidity and dissemination of the assessment findings and other assessment
documents are addressed during planning for the assessment and are described in the assessment plan.
All involved parties (i.e., the assessor, the assessee, and the authorizing entity) are in agreement
regarding confidentidity issues prior to the sart of the assessment. Generdly, assessment findings are
released only to the involved parties.

Any information that the assessee claims as confidential business information (CBI) istreated as
described in the rlevant regulations. Information of concern may include:

. proprietary technica information or trade secrets
. financid information
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. personnel records.

Assessors may dso have access to enforcement-sengtive information, which is treated with the
gopropriate confidentidity. The Freedom of Information Act may, in some cases, be used to obtain
assessment findings and other assessment documents. Personnd records may include records of
training and proficiency demondrations. Fisca reports may be reviewed during an assessment and may
require specid confidentidity gpproaches.

311 ASSESSMENT COORDINATION AND LOGISTICAL ARRANGEMENTS

Many assessments require travel and thus afairly tight, workable schedule. Adherenceto a
workable schedule requires coordination between the assessment team and the assessee. The
assessment team leader usudly makes logistical arrangements, such as finalizing the assessment dates
with the assessee, arranging lodging, and making travel arrangements. The assessment team will
typicaly ask the assessee to provide a meeting room on-site. Security clearances, specia site passes,
access to the assessee’ s facility, and parking passes are arranged in advance. Health and safety
concerns will be considerationsiif the assessment requires entrance to laboratory or mechanica aress.
For assessments involving travel, the assessment team leader informs the assessee’' s QA Manager of
logistics such astravel schedule, lodging, and a telephone number where the assessment team can be
reached.

3.12 FORMAL NOTIFICATION OF THE ASSESSEE

After the assessment plan has been gpproved by the authorizing entity, it isformaly transmitted
to assessee management. If not done in previous communication (see Section 3.3), this document
edtablishes the authority for the assessment, identifies the assessment team members and their
affiliations, and defines the assessment scope, the assessment criteria, and atentative schedule. An
example of aformd notification letter is provided in Figure 6.

A no-surprises gpproach of keeping the assessee informed improves cooperation during the
assessment, S0 the assessee usudly receives the assessment plan at least two weeks before the
asessment. Because any necessary corrective actions will be implemented by the assessee’s
management, management’ s involvement from the start of the assessment is essential. The assessment
team may also elect to send a copy of the assessment checklist to the assessee prior to the assessment.
After the assessee acknowledges the notification, the schedule for the interviews and document reviews
isfinalized and the assessment team’ slogidtical arrangements are completed.
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sz, UNITED STATESENVIRONMENTAL PROTECTION AGENCY
N Region 12

&

;i Juneau, Alaska 99801

'N"'q.

December 15, 2002

Julia Bennett, Commissioner

Alaska Department of Environmental Conservation
410 Willoughby Avenue, Suite 303

Juneau, AK 99801-1795

Dear Commissioner Bennett:

EPA Order 5360.1 A2 (2000), Policy and Program Requirements for the Mandatory Agency-wide Quality System,
requires all EPA-funded organizations collecting and using environmental data to develop and implement adequate quality
assurance (QA) and quality control (QC) practices to ensure that the data are of the type and quality needed for EPA
decisions. These practices are documented in Quality Management Plans (QMPs) that are reviewed by Regional quality
assurance staff and approved for implementation by the Regional Administrators.

One of the quality management responsibilities of the Region is to provide periodic oversight and assessment of the
implementation of the Quality System in Region 12. In compliance with this responsibility, the Region will conduct an
assessment of DEC’ s quality system to determine:

(1) compliance with the DEC QMP or, in the absence of this plan, compliance with EPA QA requirements for
the QA and QC practices in support of EPA-funded environmental data collection and use, and
(2) the suitability and effectiveness of the quality practices actually being implemented by DEC.

The assessment process will include interviews of DEC managers and staff and related document reviews regarding QM P
implementation. The criteria for the assessment are EPA requirements, DEC’s QMP, referenced procedures, and DEC’s
annual QA Report. The team plans to conduct the assessment during the week of January 27, 2003. Logistical details and
the schedule for interviews and document reviews are under discussion with the DEC QA Manager, Mark Zimmerman. The
assessment plan will be sent to you at least two weeks before the assessment.

The assessment team will be composed of Susan Davis, Regional QA Manager, who will serve as team |eader, and
Michael O'Brien of the Quality Assurance Staff. Marsha Brown of the Frozen Waste Division will provide expertise in
frozen waste programs. They plan to brief DEC management on the scope of the assessment during an opening meeting on
January 27, if that is convenient.

| intend for this assessment to be helpful to your organization so that we may learn from our experience and improve
the DEC's quality system. | look forward to the successful completion of this assessment.

Respectfully,

William Shipley
Regional Administrator

cc: Mark Zimmerman, DEC Quality Assurance Manager

Figure 6. Example Formal Notification L etter
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3.13 PREPARATION OF CHECKLISTSAND OTHER ASSESSMENT AIDS

The planning process usudly includes the devel opment of assessment checklists and other
written assessment aids, which incorporate dl of the issues that were identified. They are used by the
assessment team to organize the interviews and the document reviews and to record the information
that they collect. These aids are specific to the scope and issues of the assessment and are individually
tallored for each assessment. They are a systematic means to obtain and record objective evidence
about the quality system that is not, but could have been, documented by the assessee. They help to
ensure the objectivity, rdiability, consstency, and completeness of the assessment. They can be used
to help the assessor track some basic questions:

. What is the assessee doing on this issue?

. Is there evidence to support the assessee’ s statements?

. Doesit work? Isit anoteworthy practice, just OK, or a serious problem?

. How does what the assessee is actually doing on this issue compare to what the
assessee saysis being done?

. Is enough of the assessee’ s Saff doing this to alow something definitive to be said?

In interviews, assessment issues are discussed with an interviewee. Theinterviewee' s
responses can be recorded in a checkligt tailored for that interview and in supplementa notes. The god
of the interview is not to complete the checklist, but to obtain objective information that addresses the
issues. The questions generdly are tied to the audit criteriato smplify report preparation and to
achieve the gods of the assessment. See Appendix C for example interview questions for developing
and mature quaity systems and for different job classfications. An example assessment checklist

appearsin Appendix D.

The questions to be asked in interviews or investigated in document reviews are formulated to
fill ggpsin the previoudy collected information about the quality system and assessment issues, and to
verify thisinformation. It may be helpful for the assessors to note previoudy studied information that
needs to be verified. Checklist questions have the following characterigtics, some of which are
goplicable only to interviews:

. The questions are specific to the qudity system being assessed.
. They are relevant to the assessment being conducted and have a good probability of
yidding useful information.

. They are rdatively easy to answer and do not cause undue burden or discomfort to the
interviewee.
. They concern asingle piece of information. (It is better to have more questionswith a

narrow focus than fewer broad questions that may be difficult to answer succinctly.)
. They address objective, measurable characterigtics of the quality system.
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. They are clear and comprehensible to the intended interviewees.

. They have red answers, even if some answers may be“1 don’t know” or “1 do not
have enough information to answer.”

. They do not lead the interviewee toward a particular answer by the use of biased

language.

Typicaly, open-ended questions are preferable to close-ended (i.e., yes/no) questions for
interviews because they dlow the interviewee to explain the answer more completely. The questions
may be qudlitative or quantitative as needed. They address qudity practices that are described in the
assessee’ s Quaity Management Plan or other quality documents or requirements. They address
specific, observable activities that are to be performed, rather than the more generd principles that may
be hard to definein practice. For example, if the assessee’ s quality documents state that records will
be kept in a central, locked file, “How are the quaity records stored?’ is a better question than “Are
good record-keeping procedures being followed?” Time spent in the planning phase developing
gppropriate assessment questions can save time while on-gte.

The use of generic checkligts for assessmentsis discouraged. A “one szefitsdl” checklist may
overlook unique features of the specific qudity system being assessed.  Although a checklist from one
assessment may serve as the basis for developing a checklist for a subsequent assessment, it is not
gppropriate to reuse unrevised checklists. The process of developing achecklist that istailored to a
specific quaity system helps the assessment team to devel op a more complete understanding of this
qudity system and to be better prepared to conduct the assessment. It isaso away for assessment
team members to share their expertise on specific issues if they devise the questions and note
information for the rest of theteam. Under one possible format for assessment checkligts, the questions
include acitation of the specific section of the quality document that is the basis for the question. They
may aso include the quaity document’ s specifications for acceptable performance or compliance.

To ensure that the appropriate source for the information is used, prepare different assessment
questions for each different job category of interviewee (senior manager, line manager, QA daff
member, project officer, etc.) and for each different document type (Quality Management Plan, QA
Project Plan, standard operating procedure, etc.). A question may be relevant to an assessment issue
and yet be usdlessif the wrong person is asked or the wrong document is examined. For more
efficiency, remove redundant questions caused by addressing issues that use some of the same
information from interviews and document reviews.

If an assessment has many issues, interviewees, and documents, it may be helpful to prepare a
matrix, which isavariaion of achecklis. The matrix is an information collection tool to increase the
understanding of the quality system by the assessor and to keep track of dl of the information gathered
during assessment planning, on-gte interviews, and document review. A matrix can be used more
directly than can a checklist to help prepare a complex assessment report.
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A matrix presents the important assessment issuesin aformat that consolidates the findings from
variousintervieweesin one place. It could ligt, at least: (1) the issue with the assessment criterion or
judtification; (2) the information discovered in preassessment document reviews with any notation of
things to verify; and (3) space for the summary of on-site interviews and document reviews. It may aso
be hdpful to include space for comments from the analyss of the evidence, whether there is anegative
or postive finding and/or a noteworthy effective practice. An example matrix gppearsin Table 2.
Additiond information regarding interviewing skillsis given in Appendix B.

When completed, the checklists and other assessment aids demondtrate that the assessment
was conducted, that it was conducted in an orderly and complete manner, and that al assessment
issues were addressed. Assessors will probably find it difficult to retain in memory the detalls of every
interview or document review S0 it isimportant to record the information whileit is dill freshin the
asessor’'smind. Completed checklists and other assessment aids also provide an information base for
assembling findings for the closing meeting and the assessment report.
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CHAPTER 4

CONDUCTING THE ASSESSMENT

After the assessment planning is complete
(as described in Chapter 3), the assessment is Conductthe
conducted. Figure 7 indicates the steps for actually Veeting
conducting the assessment, which are described in
more detail in this chapter.

Review Documents

Conduct Interviews and Records

The on-gte portion of an assessment may
last for afew days. The assessment team remains N information
aware that the assessment is disruptive of the normal Collection Actvity
activities of the assessee. The assessment team uses |
due professiona care in conducting the assessment. Prehminary
The assessment team is considerate of the Findings
interviewees scheduling congraints and is as |
professond and efficient as possble. Conductthe

Closing Meeting

At least once each day during a multiday
assessment, the assessment team meets privatdly to
share information gathered so far and to discuss
potentid findings and possible problem aress. If
contradictory information has been gathered, more information may need to be collected to resolve the
contradiction. The assessment team may need to discuss and possibly revise the assessment schedule.
In the discussions of assessment schedule, the assessment team leader will make sure that the
assessment stay's on track and that team members are not distracted by minor issues. The team
members needs to be able to contact the leader between the daily meetings in case they encounter a
problem they cannot address.

Figure7. Flow Chart for Conducting the
Assessment

Similarly, the team may need close contact with the assessee to facilitate scheduling changes. If
needed, the assessee will provide staff to escort the assessment team and see to their needs for
communications, photocopying, etc. If possible to do so within the assessment schedule and if
appropriate for the particular assessment, daily briefings between assessors and assessees can be held.
These provide an opportunity to map out the next day s schedule and to ask for additional documents.
If daily briefings are not possible because of scheduling congtraints, it may be appropriate contact the
assessee S QA Manager and to establish atime to talk with the QA Manager when needed. Many
asessors dso find it useful to meet with the assessee s QA Manager before the closing mesting to
discuss the findings.
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41  CONDUCT THE OPENING MEETING

A successful opening meeting with the assessee’ s senior management, QA Manager, and other
staff as appropriateis critical to the success of the assessment. The assessment team keeps alist of
attendees with name, titles, affiliations, phone numbers, and mailing and e-mail addresses for post-
assessment contects. 1f some of the assessees are anxious or irritated at having to spend time on the
assessment, the assessment team leader can make every effort to reduce the anxiety level by focusing
on the purpose of the assessment and by emphasizing that the team will minimize disruptions of the
organization's normd activities.

The opening meeting is an opportunity to describe what will be done, why, when, and how
during the assessment. An example agenda for this meeting is presented in Figure 8. The meeting
generdly starts with introductions and thanks for ongoing cooperation with the assessment. The
assessment team leader will introduce the assessment team members and review the objectives of and
authority for the assessment, assessment scope and criteria, the principa questions to be asked during
interviews, the expectations for the
reviews and reports, and the process for

assessment report review. If this Opening Meeting Agenda with Senior
assessee organi zation has been assessed Management and QA Manager
previoudy by the same organization, any 1 Introductions

changes and additions to the process 2. Authority for and purpose of the assessment
since the previous assessment will be (if needed, for repeat assessment)

noted, so the meeting may tekelesstime. | 3. Assessment scope, criteria, and schedule for
Afterward, the assessee management will interviews and document reviews

be invited to ask questions about the 4. Assessment reporting process (with any
assessment. There are no hidden agenda differences from previous assessment)

and surprises. Questions are answered * Closing mesting

directly, truthfully, and without hesitation. : Egﬁ g:t:;lt ;o%glgdwlcjil ® el

The entire mea| ng lests no Ionger_ then  Corrective action plan and implementation
30 to 45 minutes. At the conclusion of tracking

the opening meeting, the assessee « Find report and distribution

provides any last-minute changes to the 5. Questions and answers

ligt of interviewees and the schedule for 6. Concluson

the interviews, Figure8. Agendafor the Opening Meeting

42 REVIEW DOCUMENTSAND RECORDS

Information is gathered by reviewing written documentation, such as documents and records,
during the assessment. Assessmentstypicaly verify records for evidence of compliance with the qudity
system requirements, as stated in the Quality Management Plan. Documents are examined to find
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relevant data and records and to supplement information collected in interviews. Planning documents,
prior assessment reports, and standard operating procedures are examples of the types of
documentation that are included in the document review. Some of these documents may have been
reviewed by the assessment team during the planning phase of the assessment and do not need to be
reviewed on ste. As discussed below, working papers, such as completed assessment checklists and
matrices, are prepared during the assessment to keep track of the sources of al information.

During the document review, the assessment team collects information that answers specific
guestions and topicsin the assessment plan. The documents to be examined have been identified in the
assessment plan to alow the assessee to assemble the documents before the assessment, making the
assessment team’ s review more efficient. Including the preliminary list of documents to be examined in
the assessment plan helps the assessment team track the document review process during the on-site
portion of the assessment. It is possible that additional documents will be identified and requested for
review during the assessment. The assessment plan aso lists the documents to be provided to the
assessment team prior to the assessment and the time frame for recelving those documents. However,
organizations may document their quality syslem and its components differently, or may use different
titles for their documents. Theligt of qudity records and documents in Section 3.6 isagtarting point for
the types of documentsto review.

The following are some generic questions for documents being reviewed:

. If the document is required for the quaity system, doesit actudly exis? If not, do plans
exig to prepare the document? Does the assessee need assistance in preparing this
document?

. Isacopy of the document readily available for review by the assessor?

. Is the document stored in an organized fashion?

. Is the document accessible to the staff who need to use it? Do they useit?

. Is there evidence (e.g., Sgnature page entries) that the document has been reviewed
and gpproved in the manner specified for the quality system?

. Is the document up to date? If it hasto be updated periodicaly, isthis being updated
according to schedule?

. Is the document in aformat that is reasonable for itsintended purpose? Isit readable?

. Does the document cite the appropriate quality system requirement?

. Does the document do what it is supposed to do?

. Does the document present evidence that the quality system is functioning as required?

4.3  CONDUCT INTERVIEWS

The basics of an assessment interview are described in this section. Appendix B gives more
information on interviewing techniques and kills. Examples of interview questions are presented in
Appendix C, and Appendix D is an example assessment checklist.
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During interviews, emphasize thet the quality system is being assessed, rather than the
individudsin the organization. Interviewees can be reassured that their job performance is not being
judged. The organization’s management can sat an example for the saff by projecting a postive
attitude toward the assessment and the assessors.

Assessment interviews are generdly limited to one hour. Asisdiscussed in Appendix B, when
possible, given the staffing, time, and other resource congtraints, many assessment teams prefer to have
two assessors participate in dl interviews. The assessment team needs to remain flexible during the
interviewing process to accommodate last-minute changes resulting from scheduling conflicts, retrieva
of documentation, and so on. All of theinterviewers are introduced at the sart of theinterview. One
of the interviewers briefly discusses the purpose of the assessment, how and why the interviewees were
sdected, what information is needed from the interview, and what will be done with the information.
One useful point to make at the sart of the interview isthat the assessment report will not attribute
specific comments to specific interviewees. The interviewees are dlowed an opportunity to ask
questions. Assessors use the assessment checklist as aguide, not a script to berigidly followed.

Generdly, only one interviewee isincluded in each interview, but there are circumstances in
which more than one interviewee will beincluded. For instance, some assessee management may ingst
on having their QA Manager or a management representative attend selected interviews. Also, when
there is ateam working together on a project, it may be expedient to interview the team together so that
al of the questions can be answered a onetime. During the interviews, the interviewer is careful to
ensure that the information is provided by the interviewee without prompting by the manager or any
other management representative who may be present. While the manager or a management
representative are welcome to attend interviews, they are not dlowed to direct or Sgnd the interviewee
what the acceptable answer isfrom their perspective.

Assessment questions do not lead the interviewee toward a specific response that the assessor
expects to hear because the assessment findings will become biased. Leading questions can be
avoided by making them open ended rather than close ended. The following close-ended and open-
ended questions illustrate how poorly designed assessment questions may produce a biased response:

Close-ended: Are appropriate technica experts involved in the project planning process?

Open-ended: What isthe role of technica expertsin planning your office' s projects?

Because an open-ended question provides no structure for the answer, the interviewee may
provide information that is not directly relevant to the issue at hand. The interviewer kegpsthe

interviewee focused on the issue.

At the end of each interview, the interviewer repeats how the assessment findings will be used,
mentions the possibility of follow-up, asksif there is anything more that the interviewee would like to
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add, and then thanks the interviewee for hisor her time. Interview times are structured so that after
each interview, the interviewer(s) has sufficient time to review and complete notes before the next
interview.

44  REFERENCE RESULTSOF INFORMATION COLLECTION ACTIVITY

During an assessment, each assessor compiles working papers that record observations from
interviews and document reviews as well as the sources of these observations. These working papers
are retained by the assessors as evidence for dl statements made in the assessment result reports. The
technique of referencing the assessment findings to the working papers imposes a high standard for note
taking. The assessment team understands the need to record al information accurately during
interviews and document reviews. The assessment checklist can function as working papers provided
that sufficient space for notes is available on the form. Taking good, organized notes during the
assessment, particularly notes geared to the assessment issues, will make preparing the report easer.

45 COMPILE PRELIMINARY FINDINGS

Before the closng mesting, the assessment team members come together to review and
summarize their observations from the interviews and document reviews and discuss the preliminary
findings. One gpproach to compiling team findings is to have each team member nominate candidate
findings and then discuss the specific observations supporting each candidate finding. This approach
alows the team to resolve any uncertainties or inconsstencies regarding individud findings and to
determine the rdative importance of individua findings. The assessment team leader has find authority
for decisons on the findings, but al team members are expected to have input. 1t isimportant that
findings be prioritized according to their Sgnificance so that important findings are not logt within alist of
trivid concerns. Remember that the assessment plan can assist with the interpretation of observations
and adsin identifying findings.

Theinitid findings are presented in the closing meeting, but it is aso agood ideato meet with
the assessee’ s QA Manager or his or her designated point of contact before that meeting to gain the
organization's perspective on issues and to share details about other issues identified during the
assessment that may not be of interest to management.

Theinitid findings may have limitations. For example, notes may not have been completely
studied and discussed. If documents are being taken for further study, new information may be
identified that will change the interpretation and lead to different or additiond findings. The assessment
team will commit to contacting the assessee if findings change.

The assessment team leader develops asummary or overview of the assessment and the

preliminary findings. The assessment team iswdl prepared to discuss the findings at the closing
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meseting. Development and implementation of corrective actions are the responsibility of the assessee,
but the assessment team can provide technical assistance, when gppropriate.

46  CONDUCT THE CLOSING MEETING

Generdly the closing mesting is attended by the same group that attended the opening mesting.
Important talking points to be stressed during the closing meeting include:

findings from the assessment and any relevant observations are preliminary
findings may change if the review isincomplete (particularly, if the findings of individua
assess0rs have not yet been generalized to the findings for the entire quaity

sysem—this may not be avallable a
the time of the dosing mesting)

the assessee will be contacted if the
findings change or if more information
is needed; findings will be made
available to the assessee before the
report isfindized

findings can be addressed by the
asessee before the report isfinalized
technica assstance can be provided
by the assessment team for
determining appropriate corrective
action, if requested

confidentidity and dissemination of
assessment findings, and the schedule
for reports are discussed.

The participants are thanked for their
cooperation, time, and help. An example agenda for
the closng mesting is presented in Figure 9.

EPA QA/G-3

40

Closing M eeting (Same attendees as
Opening Meeting, or assessee’ s choice)

1. Introductions (if needed) and gppreciation
for assistance and cooperation

2. Brief discusson of devidions from the
assessment plan (if needed)

3. Prdiminary findings with discusson of
corrective action (if needed)
» Addressng findings before fina report
* Technicd assstance and

recommendations

4. Procedurefor contact if findings change

5. Assessment reporting process review

(if needed)

Questions and answers

7. Concluson

o

Figure 9. Agendafor the Closing Meeting
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CHAPTER 5

REPORTING AND FOLLOW-UP

After the assessment is complete, the

assesament team summarizesthe findingsin atimely Evaluate

: Collected
manner. The report will have more of an effect on the Assessment
qudity sysem if it is recaived while the assessment is il Information
fresh in the assessee smind. An assessment report is
prepared, reviewed, and then submitted to the assessee, Report Findings

typicaly to check the report for accuracy. After
comments by the assessee are resolved, the find
assessment report is prepared. Figure 10 presents the
geps for reporting and follow up.

Draft Assessment Report Reviewed by:

All assessment teams members,
Assessing organization's management,
Authorizing entity, and

. Assessee

EalE o

51 EVALUATING COLLECTED
ASSESSMENT INFORMATION

Final Audit Report Prepared and Submited

Soon after completing the on-dte portion of the Corrective Action
assessment, each team member reviews al his or her a”/fcfi?/'i'tm'sui’

collected materia's, working papers, and notes, and
prepares prliminary findings. The assessment team
leader consolidates the preliminary findings and Close-Out
circulates them to team members, who add more Letter
materid and can suggest new findings based on
additiond review of their notes and other materias

ualit
obtained during the assessment. Findings are tested Im F?roven{ ent
againg the evidence, such as the documents and records
reviewed. At thispoaint, itiscriticd that the team Figure 10. Typical Stepsfor
determine whether the findings are relevant to the Assessment Reporting and Follow-up

assessment goas. The team needs to reach consensus

on the message and format, and determine if the findings are clear, coherent, and persuasive. To avoid
surprises, the assessee is contacted to discuss any new findings, as had been previoudy arranged during
the on-dite portion of the assessment. The assessee’s QA Manager or designee can be contacted, if
additional information is needed, with copies of any requests sent to the assessee’ s management.

Asdiscussed in Section 4.4, referencing is atechnique for controlling the qudity of assessment
reports. All statements are substantiated by notes taken during interviews or review of documentation.
Assessment team members provide highlighted notes and relevant pages of reviewed documentsto the
report writer to support findings.
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5.2 REPORTING FINDINGS

The objective of an assessment report is
to communicate assessment findings to the proper
levels of management. Different organizations
use different formats, but many of these formats

1. Background, Purpose, and Scope
2. Summary and Findings
3. Corrective/Response Actions and

dlearly state the type of assessment, the assessor, Recommendations
the assessee, what was assessed, the findings, References
Appendices

and, if requested by the authorizing entity, the
conclusons and recommendeations. An example
format isgivenin Figure 11. The assessment
team leeder is primarily respongible for producing
the assessment report, but it is a collaborative
effort.

A. Assessment Plan

B. Lis of Personnd Interviewed

C. Lisg of Documents and Records Reviewed
D. Corrective Action Plan

Figure 11. Example Assessment Report

L Outline
Many organizations prepare a draft

assessment report for review by the assessee,

while others present an ord report at the end of the on-site portion of the assessment in lieu of awritten
draft report. A draft report provides the assessee with an opportunity to comment on the written
document before it is findized, but this gpproach does require additiona time. For some assessments,
the criteria and issues may be so sraightforward as to permit concluding the assessment on stewith a
presentation of a streamlined report, which does not need additiond explanation. This method, like
more conventiona reporting, would warrant up-front agreement with both the authorizing entity and the
assessee.

Use a standard report format with boilerplate text, when appropriate, to make report
preparation easer. Clear and concise writing, without unsubstantiated generdizations or ambiguous
remarks, facilitates understanding and appropriate action by the assessee. Avoid words that could be
misnterpreted. To achieve the goa of quality improvement, sgnificant deficiencies are best addressed
in acongructive manner. The report includes both positive and negative observations, when
gppropriate. 1n the report, the organization’s actions are discussed, but not the actions of specific
individuds, because individud interviewees are not quoted in the report.

Assessment findings and any need for corrective actions are prioritized relative to the
assessee' soverdl goads. Any recommended corrective actions are clearly presented.
Recommendations for addressing corrective actions are provided to the assessee only if outlined in the
gpproved assessment plan or upon request by the authorizing or entity assessee. An unsolicited
recommendation carries arisk of being accepted and implemented, but then leading to unanticipated
negative consegquences. Any recommendations that are not specifically linked to any negetive findings
areidentified and judtified.

Peer Review Draft
EPA QA/G-3 42 January 2002



1164
1165
1166
1167
1168

1169

1170
1171

1172

1173
1174
1175
1176
1177

1178
1179
1180
1181
1182
1183

1184
1185
1186
1187
1188
1189
1190
1191

1192

1193
1194

When the need for corrective actions isidentified, it is hepful to attach a chart for the assessee
to fill in that gives a corrective action plan with a proposed schedule. The assessment team may
provide a shdl of the corrective action plan in the draft report that includes the specific findings; an
example of thisshdl isgivenin Table 3. If no corrective actions are identified, the report with
recommendations can be recorded and sent to the assessee to check for accuracy.

Table 3. Example of a Shell of a Corrective Action Plan

Finding Corrective Responsible DueDate
Number Report Finding Action Official
1 Oversight of field and laboratory

activitiesis not routingly
implemented as described in the
Qudity Management Plan.

Typicdly, the draft report is reviewed by dl team members, then by the assessing organization’s
interna management, then by the authorizing entity. Finaly, the report is transmitted to the assessee
with atransmitta memorandum or letter. \When the report is sent to the assessee for comment, a
gpecific date for receiving commentsis stated in the transmittal memorandum or |etter.

The assessee compl etes the corrective action plan and submitsiit to the assessment team for
goprovd, generdly dong with any other comments on the draft report. This submisson setsthe stage
for follow up with specific commitments by management. The corrective action plan can specify the
organizationd pogitions of the individuas who are responsible for implementing the corrective actions.
If agreed upon, the completed corrective action plan may be sent back from the assessee later than the
comments on the draft assessment report.

To findize the report, the assessment team incorporates any relevant comments from the
assessee when appropriate, corrects any identified factua errors, and resolves any disputes if possible.
Any disputes are resolved at the lowest adminigrative level possble and in accordance with the dispute
resolution process for the assessment system. If the assessee does not respond in atimely fashion, the
assessment team leader will contact the assessee QA Manager or designated point of contact. It may
be necessary for the assessment program manager or the authorizing entity to play arole in dispute
resolution. After find approva for the report is received from the authorizing entity, it is distributed as
previoudy agreed in the assessment plan.

53 CORRECTIVE ACTION AND FOLLOW-UP ACTIVITIES

The development and implementation of corrective actions are the responghility of the
assessee, but the assessment team can provide technicd assistance in developing appropriate corrective
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actions. Asnoted in the previous section, identifying both a deadline and responsible person for
implementing corrective actions will facilitate appropriate actions being completed. Regular reporting
may be established, or the assessors may be assigned to periodically contact the organization's QA
Manager. Another means of follow up can be to have a designated assessor check progress with the
assessee within a designated time frame on a particular issue. The assessors dso make sure that they
provide any promised assistance or reviews.

Documenting the follow-up activities will ensure that a subsequent assessment team will be gble
to track activities. Often, thisfollow up is accomplished during subsequent assessments. 1n addition,
thisfollow up may be done by receiving and reviewing reports summarizing the corrective actions or by
tracking them in routine reports, such asthe QA Annua Reports and Work Plans that are submitted by
EPA Program Offices, Regiond Offices, and National Research Laboratories. These reports
document activities of the qudity system or revisons to the Quality Management Plan.

54 FORMAL CLOSE OUT OF ASSESSMENT

After dl assessment activities are complete, the assessment isclosed. This occurs after a
response from the assessed organization, an acceptable corrective action plan (if necessary), and
verification of completion of corrective action are received. The assessment file is reviewed to ensure
that it is complete before it isarchived. The assessment team leader may issue a close-out |etter stating
that all actions associated with the assessment are complete. The close-out |etter is added to thefile.
Figure 12 presents an example of aclose-out letter. Not al organizations use aformal close-out etter;
some prefer to document close-out of assessmentsin QA Annual Reports and Work Plans.

55 QUALITY IMPROVEMENT

After an assessment, the team reviews the experience and identifies what went well and what
needs improvement in the assessment process. They aso consider how the processis supporting
EPA’ s environmenta decison-making. The gods for the assessment are revidted. Thefindings from
one assessment of an organization can be used in planning for its next assessment. In the future, the
assessment team may decide to concentrate on areas where deficiencies were identified, areas with
sgnificant staff turnover between assessments, areas added to the program since the last assessment, or
areas that were not previoudy assessed.
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e, UNITED STATESENVIRONMENTAL PROTECTION AGENCY

| S _§ Region 12
4, Juneau, Alaska 99801

April 15, 2003

Julia Bennett, Commissioner

Alaska Department of Environmental Conservation
410 Willoughby Avenue, Suite 303

Juneau, Alaska 99801-1795

Dear Commissioner Bennett:

This letter confirms the close-out of the assessment of the Alaska Department of
Environmenta Conservation's quality system conducted by Region 12 during the week of
January 27, 2003. Based on our evauation of your response to the draft assessment report, we
have determined thet al deficiencies have been resolved. Thisis reflected in the find assessment
report, which is enclosed.

Thank you very much for your cooperation and assistance during the assessment. Please
contact me if you have any further questions about the assessment.

Respectfully,

William Shipley
Regiond Adminigtrator

Enclosure: Find Assessment Report

cc. Mark Zimmerman, DEC QA Manager

Figure 12. Example Close-Out letter
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GLOSSARY
assessee - the organization being assessed.

assessment - the evaluation process used to measure the performance or effectiveness of a system
and its elements.

assessment checklist - adocument for systematically recording objective evidence from interviews.
It is useful as a means to obtain information that has not been documented by the assessee. It conssts
of aseries of specific questions about the quaity system. When completed, the assessment checklist
demondtrates that the assessment was conducted, that it was conducted in an orderly and complete
manner, and that dl relevant aspects of the quality system were addressed during the assessment.

assessment criteria - objective and written reference standards to which the assessed quality
system’s characterigtics are compared. These documents may be externa requirements coming from
outsde the assessee as well as the assessee’ s own requirements and quality system planning
documents.

assessment of a quality system - aprocess for assessing an organization’s practices as they relaeto
its qudity system. The focus of the assessment processis on the quaity system rather than the qudity
of datato support an individua decision. Assessments are designed to assess the organization' s qudity
system and to provide a reatively unbiased and objective source of feedback about the quality system.
The assessment seeks to determine if a qudity system isimplemented and is operating within an
organization in the manner prescribed by the approved Quaity Management Plan and consistent with
current requirements.

assessment plan - awritten document prepared by the assessment team under the direction of the
assessment team leader. 1t includes the authority and assessment criteriafor the assessment, the
purpose and scope of the assessment, and a description of organizations that will be visited during the
asessment. The plan includes details, such as a schedule of assessment activities, specific personne
(or job positions) to be interviewed, and specific files and documentation that will be reviewed during
the assessment.

assessment team leader - the person responsible for al phases of the assessment. The assessment
team leader has management ability and experience and is given authority to make find decisons
regarding the conduct of the assessment and any assessment findings.

assessor - the person or team of people who perform the assessment. The assessor can be either
interna (part of the organization being assessed) or externd.
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audit - a systematic and independent examination to determine whether activities and related results
comply with planned arrangements and whether these arrangements are implemented effectively and are
suitable to achieve objectives.

authorizing entity - whomever authorizes the assessment and has the authority to do so. Thisis often
the individud responsible for the qudity system that is being assessed.

corrective action - action taken to diminate the causes of an existing nonconformance, deficiency, or
other undesirable situation in order to prevent recurrence.

deficiency - a negative assessment finding (i.e., anonconformance) that renders the quaity of an item
or activity unacceptable or indeterminate; nonfulfillment of a specification or standard.

document - any compilation of information that describes, defines, specifies, reports, certifies, requires,
or provides data or results pertaining to environmenta programs.

documentation - comprises documents and records.

environmental data - any measurements or information that describe environmenta processes,
locations, or conditions; ecologica or hedth effects and consequences; or the performance of
environmenta technology. For EPA, environmentd data include information collected directly from
measurements, produced from models, and compiled from other sources such as data bases or the
literature,

environmental data operation - work performed to obtain, use, or report information pertaining to
environmenta processes and conditions.

exter nal assessment - see management independent assessment.

extramural agreement - alegd agreement between EPA and an organization outsde EPA for items
or servicesto be provided. Such agreements include contracts, work assignments, delivery orders,
task orders, cooperative agreements, research grants, state and loca grants, and EPA-funded
interagency agreements.

financial assistance - the process by which funds are provided by one organization (usudly the
government) to another organization for the purpose of performing work or furnishing services or items.
Financid assstance mechanisms include grants, cooperative agreements, and government interagency
agreements.
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finding - an assessment conclusion thet identifies a condition having a significant effect on an item or
activity. An assessment finding may be positive or negative, and is normaly accompanied by specific
examples of the observed condition.

graded approach - the process of applying manageria controlsto an item or work according to the
intended use of the results and the degree of confidence needed in the qudity of the results.

independence - freedom from bias and externd influences that could affect the assessor’ s objectivity.
independent assessment - see management independent assessment.
inter nal assessment - see management self-assessment.

management - those individuds directly responsible and accountable for planning, implementing, and
ases3iNg.

management independent assessment - the quditative evauation of a particular program operation
and/or organization(s) by those immediately responsible for overseeing and/or performing the work to
establish whether the prevailing management structure, policies, practices, and procedures are adequate
for ensuring that the type and quality of results needed are obtained.

management self-assessment - the quditative evaluation of a particular program operation and/or
organization(s) by someone other than the group performing the work (either interna or externd to the
organization) to establish whether the prevailing management structure, policies, practices, and
procedures are adequate for ensuring that the type and quality of results needed are obtained.

management system audit - see management independent assessment.

management system review - an assessment of a developing quaity system, including technica
assgtance in developing the qudity system, aswdl as evaduation of the qudity system.

nonconformance - a negative assessment finding of a deviation from standards, requirements, and
documented practices, which may be either adeficiency or aweakness.

noteworthy practice or condition - a postive assessment finding; a strength.
observation - an assessment finding that identifies a neutral condition that does not represent a

ggnificant impact (either positive or negative) on the quality of anitem or activity, based on
obsarvations, measurements, or tests that can be verified.
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organization - acompany, corporation, firm, enterprise, or inditution, or part thereof, whether
incorporated or not, public or private, that has its own functions and adminigtration. 1n the context of
EPA Order 5360.1, an EPA organization is an office, region, nationd center, or |aboratory.
procedure - written ingtructions for performing atasks, not the actions themsalves.

quality assurance - an integrated sysem of management activities involving planning, implementation,
documentation, assessment, reporting, and quality improvement to ensure that a process, item, or
sarvice is of the type and quality needed and expected by the customer.

quality control - the overdl system of technicd activities that measures the attributes and performance
of aprocess, item, or service againgt defined stlandards to verify that they meet the stated requirements
established by the customer; operationa techniques and activities that are used to fulfill requirements for

qudity.

Quality Management Plan - a document that describes a quaity system in terms of the organizationd
dructure, policy and procedures, functiona responghbilities of management and staff, lines of authority,
and required interfaces for thase planning, implementing, documenting, and assessing dl activities
conducted.

quality procedur es - written ingtructions for planning, implementing, documenting, or assessing
specific activities associated with the qudity system.

quality system - a structured and documented management system describing the policies, objectives,
principles, organizationd authority, respongbilities, accountability, and implementation plan of an
organization for ensuring quality in its work processes, products (items), and services. The quaity
system provides the framework for planning, implementing, documenting, and assessing work
performed by the organization and for carrying out required QA and QC activities.

record - acompleted document that provides objective evidence of an item or process. Records may
include photographs, drawings, magnetic tape, and other data recording media.

self assessment - see management sdlf-assessment.
strength - a positive assessment finding; a strong attribute or inherent asset.

weakness - a negative assessment finding (i.e., a nonconformance) that does not necessarily result in
unacceptable data.

wor king papers - documents such as checklists that are used to record information during the

assessment.
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APPENDIX A
GUIDANCE FOR THE ASSESSEE

This appendix provides guidance for those being assessed, who may not be interested in dl of
the detalls provided in the main document.

What isa quality system?

A quality system isthe set of management policies and procedures and related technical
procedures that an organization has devel oped and documented to ensure that its products and services
(e.g., environmentd data collection, environmenta technology) attain some specified quality objectives.
The top management of the organization initiated the development of these policies and procedures and
now stands behind them as the expected way of doing thingsin the organization. The qudity system
may have been developed in response to internd initiatives or externa requirements.

What isan assessment of a quality system?

An assessment of aquality system is a systematic, independent, and documented examination
that uses pecified assessment criteriato answer one or more of the following questions about an
organizaion's qudity system:

. If an organization is developing a quaity system, what QA activities remain to be
implemented and what technicad assstance by the assessors will promote the
development and implementation of this quality system?

. Is the organization's quality system documented and fully implemented?
. Does the organization understand externd quality requirements?
. Does the quality system comply with externd qudity requirements?

. Do the activities that are being performed by the organization comply with its quaity
system documentation, particularly the Quaity Management Plan?

. Are the qudity system procedures implemented effectively?

. Does the qudity system support environmental decision making with processes that
ensure that data are sufficient in quantity and quaity appropriate for their intended
purpose?

An assessment of aquality system has a different focus from atechnicad systems audit, which
determines whether the organization’ s technical procedures are being followed and whether they
generate work products of a specified quality. Rather, it looks at the management policy and
procedures that are used to plan, implement, assess, and correct the technica activities.
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The assessment strives to be objective and is performed by assessors who are independent of
doing or managing the technical activities The assessors have no vested interest in the quaity system
being assessed.

Why is an assessment needed?

EPA organizations are required to perform assessments of their quality systems et least
annualy. EPA regulations governing extramura agreements require assessment of extramurd
organizations by EPA. Extramurd organizations are required to perform periodic internal assessments
of their own qudity sysems. An extramura organization’s use of assessmentsis described in its Qudity
Management Plan.

One purpose of an assessment isto improve the assessee’ s quality system, whether it is mature
or developing. Another purpose of an assessment is to provide vaid feedback to management on the
adequacy, implementation, and effectiveness of the quality system.

Who arethe assessors? Who do they represent?

Assessors may ether be from part of the organization being assessed (internd) or from outside
the organization being assessed (externd). They are trained for their assessing responsibilities and have
reviewed relevant materias to prepare for the particular assessment. They represent the authorizing
entity; that is, the organization that authorized the assessment. Often the authorizing entity isthe
individua respongble for the quality system in an organization.

What arethecriteriafor the assessment?

Assessment criteria are objective and written reference standards to which the assessed quaity
system’ s characteristics are compared. These documents may be externa requirements that are
gpplicable to the assessee as well as the assessee’ s own requirements and quaity system planning
documents. Assessment criteria are agreed upon by the assessors, the authorizing entity, and the
assessee before the assessment begins. Generdly, the following documents outline the assessment
criteriafor quality systems for work performed by or for EPA:

. Order 5360.1 A2
. EPA’s Qudity Manud

. EPA requirements for Qudity Management Plans

. ANSI/ASQC specifications and guiddines for qudity systems

. the assessee’ s Qudity Management Plan

. the assessee’ sreports (e.g., quarterly progress reports or Quality Assurance Annual
Report and Work Plan)

. QA and QC requirements in regulations.
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What can | expect to happen during an assessment?

In addition to determining compliance with quaity system requirements, an assessment isan
opportunity for the assessed organization to obtain independent feedback about the suitability and
effectiveness of its own quaity system. An assessment is an opportunity for recognition of the
assessee’' s commendable practices and a chance to “ showcase ther talents.”  Assessments dso
provide an opportunity for two-way communication between the assessee and the assessment team.
Assessees are encouraged to keep a spirit of cooperation through the assessment process.
Assessments emphasize quaity improvement.

What does*“no surprises’ mean?

Assessments will be performed in an open and collegia manner, and every effort will be made
to avoid surprises. The*no surprises’ gpproach means that the assessee will be made fully aware of
the scope of the assessment and how the findings will be used before the assessment takes place. The
assessee will be invited to contribute to assessment planning to help assure that they understand what
will be done. Moreover, the draft report will not introduce any issues that were not discussed at the
closing meeting or in later discussons.

What logistical arrangementsarerequired for an assessment?

The assessment team will make initial contact with the assessee to announce its intention to
conduct an assessment, discuss possible dates, describe the criteria and scope of the assessment,
request necessary documents, and reserve space for document reviews and interviews. The assesseeis
candid in the discussion about the personnel and program schedules so that the assessment does not
occur a atime when the needed staff members are unavailable. The assesseeis encouraged to
respond to requests for information in atimely manner because making informetion available before the
assessment will reduce disruptions during the assessment.  The assessee designates a point of contact,
usualy the organization's QA Manager, for the assessment. The assessee informs the assessment team
of any necessary procedures for admittance to the assessment ste and any safety requirements. If the
assessment will involve CBI, the assessee notifies the assessment team leader so that the CBI process
can beinitiated. The assessee may aso provide information about travel logistics and loca
accommodeations.

The assessee arranges for gppropriate personnd to be present at the opening and closing
mesetings and available for interviews. Assessment interviews generaly last for one hour. The assessee
has adequate space available for the meetings, interviews, and document reviews. While some
documents, records, and fileswill be sent to the assessment team ahead of time, others will need to be
readily accessible during the on-site portion of the assessment. It may be appropriate for the
assessee’ s QA Manager or other designated point of contact to brief the assessee’ s senior management
prior to the on-site assessment.
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The assessee will want to inform their personnd of the impending assessment and arrange for
their participation in the assessment. |dedlly, the assessee conveys a positive attitude about the
assessment and the assessors. Staff members understand that the quality system, not the interviewees,
isbeing assessed. The assessee may want to perform self-assessments in preparation for an
independent assessment. These self-assessments will keep the staff aware of assessment procedures
and encourage maintenance of necessary documents and records.

Occasondly, an unexpected event occurs, and there is a sudden change of plans. The
assessment agenda may requiire rearrangement, or there may be a substitution of personnel resulting
fromillness. The assessment team is notified of these changes as soon as possible.

What will the assessment notification and assessment plan contain?

The natification memorandum will identify the assessment team members and their effiliations
and define the assessment scope, the assessment criteria, assessment authority, and a tentative
schedule. The assessment plan will specify the authority for the assessment, the assessment criteria, and
the purpose and scope of the assessment. Details such as a schedule of assessment activities, pecific
personnel to be interviewed, and documentation to be reviewed will be included in the assessment plan.
The assessment plan will dearly sate the rulesfor dissemination of assessment findings and
confidentidity for the particular assessment. 1dedlly, the assessee receives written notification and the
formal assessment plan at least two weeks before the assessment or in enough time to schedule the
interviews and to collect the documents to be reviewed.

Will the assessment cover only the points specified in the assessment plan?

The assessment plan provides a comprehensive gpproach to the assessment, based on the
assessment team'’ s understanding from reviewing rdlevant quality system documents before the
asessment. During the assessment, however, the assessment team may redlize that there are other
agpects of the quaity system that require additiond attention. This may require minor changes to the
assessment plan, which will be documented by the assessment team and discussed with the assessee's
management. If the organization’s quality system is not fully implemented, the assessment may be
focused on promoting its development, rather than listing its deficiencies.

What can | expect to occur during the opening meeting? What do we talk about during the
meeting? Who is coming to the meeting from the assessor side?

The opening mesting is generaly attended by the assessee’ s QA Manager, senior staff, other
dtaff as appropriate, and the assessment team. At the opening meeting, all assessee personnel and the
assessment team introduce themsalves. The assessment team will briefly discuss the assessment scope
and criteria. The assessee is prepared to ask any questions that they have and to respond to questions
from the assessment team. Although an assessee may fed anxious about the assessment, the
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assessment is gpproached as something that will benefit the assessed organization. The assessors can
look at the quality system objectively and provide ass stance to the organization based on experiences
from other assessments. This approach helps to ensure that the assessment will promote improvements
in the qudity system.

What will happen during the assessment?

During the assessment, the staff will be interviewed as specified in the assessment plan. The
quaity sysem isthe focus of the assessment, rather than the individuas in the organization. Thereisno
need for the interviewees to fed that their job performanceis being judged. Management can set an
example for the staff by projecting a positive attitude toward the assessment and the assessors.

Staff cooperate with the assessment team during the assessment. They respond appropriately
and fully to the assessor’ s questions. Their responses remain focused on the topic of the question and
do not include tangential materid. It ispossble that an assessor may misunderstand a particular
response. Inthat event, arespondent attempts to correct any apparent errorsin the assessor’'s
understanding. An appropriate question to the assessor may help to clarify the assessor’'s
understanding. Remember that the interviewees are more familiar with their quality sysem than the
assessor, who is attempting to cover alot of materid in a short time.

Documents and records, as specified in the assessment plan, will be reviewed to verify
evidence of compliance with the quality system requirements. Files are examined to find rlevant data
and records and to confirm information collected during interviews.

During the assessment, the organization’s quality manager can act as liaison with the assessment
team and can address any logistical needsthat arise. |f needed, the quaity manager can provide an
escort for the assessment team while they are on Ste.

What can | expect to occur during the closing meeting?

The closing meeting is generdly attended by the same gtaff that attended the opening meeting.
At this meeting, the assessment team leader discusses the team’sfindings. If contrary evidence exigts of
which the assessors are unaware, thisisthe time to present it. If the assessors have misunderstood
anything, thisis an opportunity to offer correction. If the assessors have requested information during
the assessment that was not immediately available, the assessee notes this request and provides the
information on aredidic timetable. If the information will not be available when needed by the
ases30r's, the assessee states candidly why it is not available.
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How will the assessment be reported?

Many assessment organizations prepare a written draft assessment report for review by the
asessee, while others present an oral report at the end of the on-site portion of the assessment in lieu of
awritten draft report. In either case, the assessment team will prepare awritten fina report, which
incorporates any relevant comments from the assessee when appropriate, corrects any identified factua
errors, and resolves any disputes if possible. After fina approva for the report is received from the
authorizing entity, it is distributed as previoudy agreed in the assessment plan.

A written draft report, when that approach is used, provides the assessee with an opportunity
to comment on the report beforeit is finalized, but this approach does require additiond time. The
assessment team will send the draft report to the assessee for review after it has been reviewed by the
assessing organization and authorizing entity. Thisis an opportunity for the assessee to correct any
factual errorsin the report. The assessee’ s review can be thorough, but timely. If the assessee does
not respond in atimely fashion, the assessment team leader will contact the assessee QA Manager or
designated point of contact. The assessee will complete the corrective action plan (if oneis atached to
the draft report) and include the planned corrective action, responsible party, and due date. The
confidentiaity and dissemination of assessment findings and reports have been decided and agreed to
during the assessment planning process, and the agreement is documented in the assessment plan.

For some assessments, the assessment criteria and issues may be so straightforward as to
permit concluding the assessment on-gte with a presentation of a streamlined report, which does not
need additiond explanation. This method, like more conventiona reporting, would warrant up-front
agreement with both the authorizing entity and the assessee.

How do | address any problemswith the assessment findings? What happensif | disagree
with them?

Any disputes over the assessment findings and the draft report are resolved at the lowest
adminigtrative level possible and in accordance with the dispute resolution process for the assessment
program. It may be necessary for the assessment program manager or the authorizing entity to play a
rolein dispute resolution. If any serious problems are noted by the assessee during the assessment,
such asingppropriate assessor behavior or release of confidentia information, the assessee notifies the
management of the assessng organization.

What do | do after the assessment?

In addition to reviewing the assessment report, the assessee is responsible for developing,
implementing, following up on, and tracking corrective actions. The assessment team may provide
assistance and check with the assessee to follow up, but the assessee is responsible for their quality
system and any improvementsto it.
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Procedures for distribution and confidentidity of the assessment report are agreed to ahead of
time by the assessment team, the assessee, and the authorizing entity and are documented in the
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APPENDIX B
INTERVIEWING SKILLS

Communication skills can be easily overlooked or underappreciated, but in conducting
assessments they may be as important as technica skills. The god of the assessment interviewsisto
generate data that are reliable, unambiguous, and of the type, quality, and quantity needed to meet the
objectives of the assessment. During an assessment, interviews will help the assessment team
understand if, how, and to what extent the policies and procedures have been communicated,
understood, and implemented. Interviews are supplemented by documentation reviews, which ad in
verifying the existence, implementation, and effectiveness of the actud policies, processes, and
procedures.

Barriersto effective communication include:

. persond or collective biases toward particular people, ideas, or procedures
. lack of feedback

. poor ligening kills

. misunderstanding of nonverba clues

. digractions

. persondity conflicts.

Nonverbd behaviors, such asfacia expressons, posture, tone, inflection, position in the room,
gestures, and slence, al make a difference in the interviewee s perception so it isimportant thet the
interviewer be aware of his or her own nonverba behavior and the messages that are being sent to the
interviewee. The interviewer will aso want to observe the nonverba behaviors of the interviewee, but
only within the context of the interview. It isimportant to neither dismiss nor overinterpret any
nonverba communication and to note that interpretation of body language is not objective evidence.

Active ligening is an important part of interviewing. Compared to amply listening, active
ligening requires agreet ded of effort. Active ligening involves verbaly responding, with the listener
mirroring back the speaker’ s message to further clarify understanding. This lessens the possibility of
fase assumptions and leads to more accurate interview notes. Active listening has physical, mentd, and
motivationa agpects. The physicd aspects may include making eye contact with the interviewee and
nodding to indicate understanding. The menta aspect requires that the interviewer pay attention to
what the interviewee is saying. Examples of the motivational aspects of active ligening include
responses such as I understand” and “ That’ s interesting, could you elaborate further?” An important
aspect of active ligtening isto stop talking and to position yoursdf to direct your attention to what the

Spesker is saying.
Appropriate feedback during active listening can include:
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. neutral (“| see. Pleasegoon...”)
. clarifying (“I’m not sure | understand . . .”)
. paraphrasing (“ So in other words, you are saying that . . .”)

. impression checking (“1 get theimpressionthat . . .”)
. summarizing (“Okay. Tosumup...").

Feedback can be very important, especidly if you are receiving nonverba cuesthat do not match the
verba message that you hear.

Interviews generdly consst of three seps. opening, questions and comments, and summation
and closng. The opening step will include introductions, smdl tak, explanaions (for ingtance, an
explanation of the assessment objective), and agreement to continue with the interview. The point of
the opening step isto help the interviewee fed at ease and to keep the process a* no surprises’ one.
During the interview process, the interviewer ensures that the interviewee understands the meaning of
the questions as intended. This may require additiona explanation or checking for understanding. After
asking dl of theinterview questions, the interviewer will summearize the main issues and dose the
mesting, alowing the interviewee to ask any find questions, ask for darification of any points, and make
any dosng satement

During the planning step of the assessment, as described in Chapter 3, careful consideration of
the types of information that is needed leads to a decision about the types of questionsto ask. Four
types of questions, which may be gppropriate for use during an assessment, are summarized in Table
B-1.

TableB-1. Typesof Questions

Type Description Example

Open-ended Designed to prompt the speaker | “What isthe role of technica expertsin
to provide detaled information planning your office' s projects?’

Directive L eads the speaker to one of two | “If you had to choose a method, would
choices you choose the EPA method or another

one?’

Leading Hints at the answer the “Working with too little QA support
interviewer is seeking doesn’t bother you, doesit?’

Hypothetica Questions that place the “If you were in charge of the support
interviewee in a hypotheticad contract, how would you change the
gtuation requirements for QA?’
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No matter which type of question is sdlected, the questions used in the interview phase of an
assessment are intended to be smple and understandable, brief, thought-provoking, limited in scope,
and unbiased. It isimportant to remember that the way a question is phrased will greetly influence how
it isreceived by the interviewee.

When possible, given the affing, time, and other resource congraints, many assessment
programs prefer to have two assessors participate in dl interviews. One person can ask questions and
lead the discussion including thinking of follow-up questions, while the other assessor can listen more
carefully and record responses. The two assessors can switch between these roles. They can ask
questionsin a“tag team” aternation in which the listener for one question is preparing to pose the next
guestion to the interviewee. It isimportant to remember that the god is not to complete the checklist,
but to use the checklist to obtain the desired information. The interviewee is dlowed time to reflect and
answer the question fully.

There are avariety of difficult interview Situations that the assessor might encounter. One of
theseis an gpprehengve interviewee. The characterigtics of this interviewee may include an unsteady
voice or a“frozen” look. It is human nature to be apprehensve in an assessment Situation, which iswhy
it isimportant to include introductions and smdl tak in the interviews. This behavior does not
particularly mean that the person * has something to hide” and usudly the interviewee will become
helpful after their apprehensions have passed.

Another potentia problem isadefensveinterviewee. This person may give goprehensve
responses, short comments, and may seem concerned about impressions. It isimportant that the
interviewer recognize his or her effect on the interviewee.

Sometimes, the interviewee may be too talkative, with many digressons and long-winded
responses. After the firgt digression, wait and alow the interviewee to talk for awhile before
rephrasing the question and trying again. After the second digression, interrupt and clarify. While the
interview is careful to not harm trust or risk any established rgpport, no further digressonsis alowed.

Another potentia problem can be a disorganized interviewee. This person might seem eadily
confused or digtracted. Thefirs step isto determine if the interviewee is disorganized by nature or if he
or sheis confused by the topic or the way the question is asked. If the latter isthe case, further
explanation or rewording of the question may resolve the problem.

An arrogant interviewee is characterized by short and sharp answers, acting too busy, and glib
or cute responses. This person may be motivated by fear or nervousness. It isimportant that the
interviewer keep control of hisor her ego and not lose control of the Stuation. The god of the
interview isto obtain qudity information.
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A hodile interviewee may withhold information or provide worthless informetion. The hogtile
interviewee may show open fear or anger or may seem impatient. If possble, the interviewer
determines the reason for the hodtility and if there are “ hidden objectives’ on the interviewee' s part. If
apaticular topic seemsto evoke hostile behavior, the interviewer leaves this topic until rgpport has
been reestablished. The interviewer may decide to end the interview if the hogtility does not end, after

consulting with the assessment team leader, if possble.
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APPENDIX C

EXAMPLE ASSESSMENT ISSUESWITH INTERVIEW QUESTIONS FOR
DEVELOPING AND MATURE QUALITY SYSTEMS

Thefollowing Sx sets of example interview questions are representative of the questions that
might be asked about assessment issues. The sets dternate between questions that are appropriate for
adeveoping quality system and those that are gppropriate for amore fully implemented and
documented (“mature’) quality system. Because more information about mature quaity sysemsis
available to the assessor before the interviews, the questions about these quality systems reflect more of
the need to confirm existing quaity processes rather than to gather information about them. These
questions are tailored for three example qudity system roles. senior manager/QA daff supervisor; as
manager/staff; and field sampler. It isexpected that an gppropriate number and appropriate types of
personnel would be selected to assure adequate coverage of the assessment issues.
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A. Senior Manager/QA Staff Supervisor for a Developing Quality System
I nterviewee' s Background and Role in the Quality System

. Verify the interviewee s name, title, and organizationd unit, if necessary. Note the
date and time of the interview.

. How you ensure the quality of environmenta data collected and used by your
organization?

Quality System Context, Resour ces and Documentation Status

. What qudity system functions, for example, project planning, oversight, and record
keeping, are critical to your organization’s data collection and use?

. What resources have been dlocated for the development of the quaity system?

. Where isthe QA Manager/gaff in your organizationd structure?

. What functions are being performed by your organization’s QA Manager/staff?

. What is the current status of the documentation of the qudity system?

Training Policy and Resour ces
. Describe your background in QA principles and procedures.
. How do you assure that your gaff isfamiliar with your qudity sysem?

. How are the needs of the staff for QA training assessed and met?

Systematic Project Planning and Documentation

. Describe your organization's systemeatic process for project planning.
. Who participates in the planning process?
. How isthe planning process documented?

. What is the process for review and approva of QA Project Plans?

Additional question areas could include project implementation and oversight, project- and

system-level assessments, etc., based on the assessment objectives and issues.
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1759 B. Senior Manager/QA Staff Supervisor for a Mature Quality System

1760 I nterviewee' s Background and Role in the Quality System

1761 . Verify the interviewee s name, title, and organizationd unit, if necessary. Note the
1762 date and time of the interview.

1763 . What isyour rolein the qudity sysem?

1764 Quality System Communications and Resour ces

1765 . How (and how often) do you communicate with the QA Manager/staff?

1766 . What input on the qudity system do you receive?

1767 . How is the adequacy of QA resources assessed?

1768 . What input from the QA saff is congdered in resource planning?

1769 Quality System Assessment

1770 . How are interna assessments planned and scheduled?

1771 . How are assessments reported?

1772 . Who develops and implements corrective actions in response to assessment findings?
1773 . How are disputes handled?

1774 . How are corrective actions tracked to completion?

1775 Quality Improvement

1776 . How do you assure ongoing improvement of your qudity sysem?

1777 Additional question areas could include over sight of assistance agreement holders, and
1778 contractors, resour ce issues concer ning compliance, or other issueswithin the scope of the
1779 senior manager’ sdirect responsibilities.
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Training

issues.

C. QA Manager/Staff in a Developing Quality System

I nterviewee' s Background and Rolein the Quality System

Quality System I mplementation Status

Systematic Planning

Additional question areas could include project implementation and oversight, project- and
system-level assessments, record keeping, etc., based on the assessment objectives and

Verify the interviewee' s name, title, and organizationa unit, if necessary. Note the
date and time of the interview.

Describe your training and experience in quality assurance.

What additional QA training would be helpful to you?

What is your role in the organization’s planning for, collecting, and using environmental
data?

To whom do you report in the organization?

What portion of your job isin quaity assurance?

What is the current status of the development of the quality system?

What functions do the quality system now perform in the data collection and use
process?

What quality system functions are critical to the data collection and use process?
What QA support do you provide to managers/decision makers and to staff? What
additiona QA support are you developing for them?

What is your role in writing the Quality Management Plan?

How does the organization’ s management support the development of the quality
system?

What resources have been allocated for the development of the quality system?
What externa support, if any, would aid the development of the quality system?

How are the training needs of your organization assessed?

What QA training is provided currently to project officers and staff?

What additiona QA training for project officers and staff are you developing?
What additiona QA training would you like to see made available?

What is the organization’s policy regarding training the staff in QA principles and
procedures?

Describe the process used in research program and project planning.

How does the organization address the needs of data users and decision makers during
planning?

What technical support, tools, or expertise (e.g., statisticd, field, laboratory) is available
or needed for planners?
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D. Quality Assurance Manager/Staff in a Mature Quality System

I nterviewee' s Background and Rolein the Quality System

. Verify the interviewee s name, title, and organizationa unit, if necessary. Notethe
date and time of the interview.
. Describe your training and experience in QA.

QA Lineof Reporting and Independence

. To whom do you report on QA matters in the organization and who apprai ses your
performance?
. Describe your current position, especidly any duties that relate to environmentd data

collection or use.
. What portion of your job is devoted to QA duties?
. How isyour QA responsihility reflected in your performance agreement?

Training and Communications

. How and how often are the needs of the staff for QA training evauated?

. How is QA training being tracked?

. How are the QA training needs satisfied?

. How are new or changes to QA policies and procedures disseminated to the
organization?

Quality System Assessments

. Describe the management support for, the process for, and the frequency of interna
assessments of the quality system.

. How have the assessments improved the quality system?

. How are corrective actions tracked?

. Have there been ingtances in which the qudity of environmenta data has been

chdlenged? If so, what was done to investigate the qudity of the dataand to
respond to the challenge? What was learned about the quaity system?

It is expected that documentation would be produced and examined to substantiate
responses wher e appropriate.

Additional question areas could include quality system documentation, project planning,

implementation and oversight, etc., based on the assessment objectives and issues.
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1848 E. Field Sampler in a Developing Quality System

1849 I nterviewee' s Background and Rolein the Quality System

1850 . Verify interviewee s name, title, and organizationd unit, if necessary. Note the date
1851 and time of the interview.

1852 . What isyour rolein the process of planning for, collecting, and using environmenta
1853 data?

1854 . What training have you received in QA principles and procedures?

1855 . What additiond QA training would be helpful ?

1856 Quiality System Support

1857 . What support is provided currently by your organization’s QA Manager/staff?
1858 . How can your organization’s QA Manager/staff help you further?

1859 Quality System Documentation

1860 . How do you plan fiedd sampling?

1861 . What QA and QC activitiesin your fiedld sampling are documented? Explain any
1862 process for writing, reviewing, gpproving, modifying and controlling the verson of
1863 these documents.

1864 Additional question areas could include oversight, record keeping, etc., based on the

1865 assessment objectives and issues.
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F. Field Sampler in a Mature Quality System

I nterviewee' s Background and Rolein Quality System

Training and Communications

Quality System Documentation and Record K egping

I mplementation and Over sight

Verify the interviewee s name, title, and organizationa unit, if necessary. Notethe
date and time of the interview.

What QA training have you received?

How are your training needs assessed and satisfied?

Where and how are training records kept?

How do you receive updates to or new QA policies and procedures?
Describe your access to and/or support from QA staff.

Describe your role in developing and implementing QA Project Plans or stlandard
operating procedures for field sampling.

What isthe process for review and approva and/or changes?

What other QA documentation do you use (e.g. field notebooks, chain-of-custody
forms, etc.)?

What is the process for review and approva and/or changes?

What is the process for record keeping of these documents during a project and
after completion?

How do you get ingructions and training for field sampling for anew project?
What QC checks are done as part of field sampling?

How and by whom is the information used?

What type of oversight is done of your field work?

Who decides what will be done and when?

Who oversees the field operation and what is done with the information?

Have there been assessments of the field sampling program? When was the most
recent assessment? Who did the assessment?
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APPENDIX D

EXAMPLE CHECKLIST

Assessment of a Quality System

Interviewee:

Job Category:

Interview Date: Time

ASSEessor :

Organization:

Assessing Organization:

Issues and Questions

Sour ce of
Assessment
Criteriain QMP

Response/Comments

Management and Organization

A.

How is management’s commitment to the
quality system demonstrated?

How are the quality policiesthat
describe the organization’s attitude
towards quality defined and
documented?

How isthe structure that management
will need to manage the quality system
defined and documented?

How are the procedures that program
managers and supervisors can use to
review the effectiveness of the quality
system defined and documented?

How do you oversee the quality system?

How do you document identification of
verification requirements and provision
of adequate resourcesincluding trained
personnel for all verification activities?

How do you ensure that quality
assurance (QA) activitiesareincluded in
employees' job descriptions?

Quality System Components

A.

What is the status of development of
your quality system and a manual that
describesit?
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Assessment of a Quality System

Interviewee: Job Category:
Interview Date: Time Organization:
Assessor : Assessing Organization:
Sour ce of
Assessment
I ssues and Questions Criteriain QMP Response/Comments
1931 B. How do implemented quality system
1932 procedures compare to the quality
1933 policy?
1934 C. Describethe preparation, review, and
1935 approval process of the Quality
1936 Management Plan (QMP). What was
1937 your rolein this process?
1938 D. Describe how you developed, designed,
1939 and documented QA Project Plans.
1940 E How do you ensure that your QA Project
1941 Plans are submitted prior to initiation of
1942 any data collection, to EPA for review
1943 and approval ?
1944 F. How do you ensure that the standard
1945 operating procedures (SOPs) are
1946 consistent with the quality elements of
1947 the activities and operational
1948 requirements?
1949 G. How do you communicate the QMP roles
1950 and responsibilities to employees and
1951 supervisors?
1952 H. How do you ensure that assigned QA
1953 responsibilities are understood and
1954 implemented?
1955 I.  Who has approved the QM P?
1956 J. How do you conduct periodic
1957 assessments of programs’ quality
1958 systems to assure compliance with U.S.
1959 EPA requirements?
1960 K. How do you ensure that administration
1961 directors, program managers, and quality
1962 coordinators address all areas of concern
1963 in the report of the self-assessment?
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Assessment of a Quality System

Interviewee: Job Category:
Interview Date: Time Organization:
Assessor : Assessing Organization:
Sour ce of
Assessment
I ssues and Questions Criteriain QMP Response/Comments
1964 L. What have you submitted as a Quality
1965 Assurance Annual Report and Work
1966 Plan?
1967 M. How do you ensure that administration
1968 directors, program managers, and quality
1969 coordinators approved of the annual
1970 report?
1971 N. Please describe the preparation, review,
1972 and internal approval processfor the
1973 self-assessment.
1974 O. Have you implemented the following
1975 financial reports as required in the QMP:
1976 1. Financia Reconciliation (Control)
1977 report or the Undrawn Analysis
1978 Report?
1979 2. Federal Grant Inventory Report
1980 (FGIR)?
1981 P. How do you identify and document your
1982 managers’ ,supervisors', and employees
1983 support for the implementation of the
1984 quality system described in the QM P?
1985 Q. Describe how you identify, define, and
1986 document the quality information needed
1987 to monitor the QM P’ s effective
1988 implementation?

1989
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